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Title  20 — Employees’  Benefits 

CHAPTER  III — SOCIAL  SECURITY  ADMIN¬ 
ISTRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

{Begs.  5.  further  amended] 

PART  405 — FEDERAL  HEALTH  INSUR¬ 
ANCE  FOR  THE  AGED  AND  DISABLED 

Skilled  Nursing  Facilities 

On  July  12,  1973,  there  was  published 
in  the  Federal  Register  (38  FR  18620)  a 
notice  of  proposed  rulemaking  which  set 
forth  proposed  amendments  to  regrula- 
tions  relating  to  the  conditions  of  par¬ 
ticipation  for  skilled  nursing  facilities, 
the  certification  procedures  for  providers 
and  suppliers  of  services,  the  provider 
and  supplier  appeals  processes,  and  im¬ 
plementation  of  provisions  of  the  Social 
Security  Amendments  of  1972  (Pub.  L. 
92-603)  affecting  the  foregoing. 
Interested  parties  were  given  the  op¬ 
portunity  to  submit  within  30  days  data, 
views,  or  argiunents  on  the  proposed 
amendments.  The  comment  period  was 
extended  by  the  Secretary  for  an  addi¬ 
tional  30  days  to  September  13, 1973,  and 
notice  of  this  extension  appeared  in  the 
Federal  Register  of  August  14,  1973. 

Comments  were  received  from  many 
sources  (including  representatives  of  na¬ 
tional,  State  and  local  organizations) 
concerned  with  skilled  nursing  services 
and  with  the  quahfications  and  duties  of 
health  care  personnel  rendering  services 
under  Medicare.  All  of  the  comments  re¬ 
ceived  on  the  proposed  regulations  have 
been  carefully  considered. 

The  most  substantive  comments  re¬ 
ceived  recommended  the  inclusion  of  re¬ 
quirements  for;  (1)  A  medical  director 
or  organized  medical  staff  for  skilled 
nursing  facilities:  (2)  7-day  registered 
nurse  services;  (3)  a  discharge  planning 
program:  and  (4)  a  “bill  of  rights”  for 
patients  in  such  facihties.  Since  these 
items  were  not  included  in  the  proposed 
regulations  as  published,  and  are  of  c<m- 
siderable  impact,  they  are  not  included 
in  these  final  regulations.  However,  they 
will  be  published  with  notice  of  proposed 
rulemaking  at  a  later  date  to  afford 
ample  opportunity  for  comments.  Fur¬ 
thermore,  imder  another  notice  of  pro¬ 
posed  rulemaking,  to  be  published  at  a 
later  date,  additional  changes  in  the 
utilization  review  standards  will  be 
issued. 

A  number  of  the  comments  recom¬ 
mended  that;  (1)  Patient  care  policies 
be  available  to  the  public;  (2)  the  fre¬ 
quency  of  physician  visits  be  clearly  de¬ 
fined:  (3)  all  nursing  service  staff  re¬ 
ceive  training  in  rehabihtative  nursing; 

(4)  the  definition  of  qualifications  of 
certain  health  specialists  be  clarified; 

(5)  there  should  be  a  requirement  for 
daily  rounds  by  the  charge  nurse;  and 

(6)  the  director  of  nursing  services  par¬ 
ticipates  at  least  annually  in  continuing 
educati(Mi.  These  cmnments  were  ac¬ 
cepted  and  the  regulations  clarified 
accordingly. 

The  following  changes  have  been 
made  to  reflect  other  comments  that 
were  received: 


(1)  The  director  of  nursing  services 
may  not  serve  as  a  charge  muse  in  a 
facility  with  an  average  daily  total  oc¬ 
cupancy  of  60  or  more.  This  require¬ 
ment  had  been  an  average  daily  occu¬ 
pancy  of  50  or  more.  This  brings  the  re¬ 
quirement  in  line  with  most  other  Fed¬ 
eral  and  State  standards. 

(2)  In  the  case  of  patients  needing 
laboratory  and  radiological  services  in  a 
facility  not  providing  such  services,  the 
requiremMit  was  added  that  the  facility 
assist  the  patient  in  arranging  for  trans¬ 
portation  to  the  provider  of  such 
services.  This  addition  reflects  a  similar 
requirement  for  dental  services;  as  with 
the  dental  services  provision,  transpor¬ 
tation  of  patients  for  lalx>ratory  and 
radiologicsil  services  is  not  covered  imder 
Medicare. 

(3)  Tlie  paragraph  concerning  ap¬ 
proved  drugs  and  biologicals  w'hich  lack 
substantial  evidence  of  effectiveness  for 
all  Indications  has  been  deleted.  Depart¬ 
ment-wide  regulations  on  this  subject, 
applicable  to  all  providers  and  suppliers 
participating  in  Federal  programs,  will 
be  published  in  the  near  future.  In  the 
meantime,  current  regulations  and  poli¬ 
cies  relating  to  drugs  and  biologicals  re¬ 
main  in  effect. 

(4)  Those  provisions  concerning  the 
term  of  a  provider  agreement  were  re¬ 
vised  to  extend  the  term  of  agreement 
to  60  days  after  the  date  specified  for 
the  correction  of  deficiencies  to  enable 
the  State  agency  to  survey  and  process 
their  recommendation  to  the  Secretary 
before  the  agreement  expires. 

(5)  The  definition  of  a  social  worker 
has  been  revised  to  include  a  graduate 
of  a  school  of  social  work  approved  or 
accedited  by  the  Council  on  Social  Work 
Education.  This  will  permit  a  social 
worker  with  either  a  master’s  or  bacca¬ 
laureate  degree  in  social  work  to  serve 
as  a  qualified  ccmsultant. 

(6)  The  definitiOTis  of  qualified  profes¬ 
sionals  in  S  405.1101  frequently  make 
reference  to  the  standard  of  various 
national  professional  organizations.  The 
Department  has  examined  the  current 
standards  of  those  organizations  and  is 
adopting  them.  The  Secretary  will  ex¬ 
amine  future  changes  in  the  standards 
of  these  organizatiMis  and  determine 
whether  such  changes  should  be  re¬ 
flected  in  regulations. 

(7)  Several  provisions  of  existing  reg¬ 
ulations  which  were  not  included  in  the 
proposed  regulations  as  published  on 
July  12,  1973,  have  now  been  reinstated 
after  reviewing  comments  that  their  de¬ 
letion  could  have  an  adverse  effect  on 
patient  care.  These  were:  Time  require¬ 
ments  for  physical  examination  of  the 
patient  at  admission;  the  attending 
physician  must  arrange  for  the  medical 
care  of  the  patient  in  his  absence;  duties 
assigned  food  service  employees  outside 
the  dietetic  service  cannot  interfere  with 
their  dietetic  work  assignments;  and 
space,  supplies,  and  equipment  must  be 
provided  for  a  patient  activities  program. 

(8)  A  provision  was  added  to  require 
the  retention  of  the  medical  records  of 
minors  until  3  years  after  the  patient  be¬ 


comes  of  age  under  State  law.  The  regu¬ 
lations  had  been  silent  on  this  point. 
State  laws  typically  provide  opportunity 
for  an  individual  to  personally  enforce 
rights  accruing  during  their  minority 
once  majority  is  reached.  While  this 
change  may  require  retention  of  records 
for  a  considerable  length  of  time,  protec¬ 
tion  for  both  the  minor  patient  and  the 
facility  is  provided,  should  litigation 
occur. 

The  following  summarizes  those  sub¬ 
stantive  comments  that  were  not 
accepted. 

(1)  The  suggestion  that  the  time  for 
consultation  for  the  dietitian  or  phar¬ 
macist  consultant  be  specified  either  in 
hours  or  number  of  visits  weekly  was  not 
accepted  because  a  rigidly  accepted  num¬ 
ber  of  hours  or  visits  is  no  assurance  of 
quality  of  the  service  provided.  The  regu¬ 
lations  are,  to  the  extent  possible,  per¬ 
formance  standards,  and  rely  upon  the 
professional  judgment  of  the  surveyor  in 
determining  whether  quality  service  in¬ 
herent  in  the  standard  has  been  achieved. 

(2) *  Concern  was  expressed  about  the 
requirement  that  a  facility  assume  finan¬ 
cial  responsibility  when  arranging  with 
an  outside  resource  to  provide  therapy 
and  certain  other  services.  It  was  sug¬ 
gested  that  the  patient  be  billed  directly 
by  the  person(s)  furnishing  the  services. 
The  provision  was  retained  because  these 
services  are  part  of  extended  care  serv¬ 
ices  under  Part  A  and  billing  for  other 
services  under  Part  A  is  done  by  the  fa¬ 
cility.  Furthermore,  the  Part  A  payment 
mechanism  provides  safeguards  against 
overutilization  and 'exorbitant  fees,  and 
focusing  responsibility  on  the  facility  en¬ 
ables  the  surveyor  to  readily  review  the 
circumstances  under  which  the  services 
are  offered. 

(3)  Request  was  made  that  during  the 
appeals  process,  benefits  should  continue 
to  be  paid  to  a  facility  that  had  been 
terminated  from  participation  in  the 
program.  This  request  was  rejected  be¬ 
cause  facilities  are  terminated  from  pro¬ 
gram  participation  when  the  health  and 
safety  of  patients  can  no  longer  be  as¬ 
sured  and  only  after  the  facility  has  been 
given  notice  of  the  nature  of  its  deficien¬ 
cies  and  been  given  ample  time  to  make 
the  necessary  improvements.  When  this 
decision  has  been  made,  it  is  not  possible 
to  justify  continuing  payment  to  a  facil¬ 
ity  beyond  the  30-days  benefits  provided 
in  the  statute  for  those  beneficiaries  ad¬ 
mitted  to  the  facility  prior  to  the  effec¬ 
tive  date  of  termination. 

(4)  Request  was  also  made  that  Med¬ 
icaid  provide  hearings  for  all  facilities 
that  had  been  terminated  or  where 
agreements  had  not  been  renewed.  This 
appeals  process  will  be  determined  by 
State  practices  consonant  with  Medicaid 
being  a  State-administered  program. 

(5)  Numerous  comments  were  re¬ 
ceived  from  social  workers,  consumer 
groups  and  organizations,  protesting  the 
optional  provision  of  social  services  by 
skilled  nursing  facilities.  This  change  is 
the  result  of  amendments  found  in  sec¬ 
tion  265  of  Pub.  L.  92-603,  the  Social 
Security  Amendments  of  1972;  hence,  no 
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action  could  be  taken  to  reinstate  this 
as  a  mandatory  requirement  without  fur¬ 
ther  legislative  action. 

(6)  The  suggestion  that  there  be  a 
specific  ratio  of  nursing  staff  to  patients 
was  not  accepted  because  the  variation 
from  facility  to  facility  in  the  composi¬ 
tion  of  its  nursing  staff,  physical  layout, 
patient  needs  and  the  services  necessary 
to  meet  those  needs  precludes  setting 
such  a  figure.  A  minimum  ratio  could  re¬ 
sult  in  all  facilities  striving  only  to  reach 
that  minimum  and  could  result  in  other 
facilities  hiring  unneeded  staff  to  satisfy 
an  arbitrary  ratio  figure.  However,  as  a 
means  of  closely  monitoring  the  ade¬ 
quacy  of  staffing  in  skilled  muring  facil¬ 
ities,  Medicare  has  adopted  a  provision 
that  now  appears  in  title  XEX  regula¬ 
tions  thereby  further  achieving  imiform- 
ity  between  the  two  programs.  This  pro¬ 
vision  calls  for  the  facility  to  submit 
quarterly  staffing  reports  to  the  State 
agency,  and  this  is  reflected  in  these 
amendments  in  Subi>art  K,  §  405.1121 
(b). 

(7)  Several  suggestions  were  made 
that  there  was  insufficient  provision  for 
protection  of  the  patient’s  rights.  The 
regulations  do  specifically  provide  that 
the  facility  must  have  rules  on  the  pro¬ 
tection  of  the  personal  and  property 
rights  of  patients;  and  that  patient  care 
policies  include  provisions  to  protect 
these  rights.  Additionally,  discriminatory 
treatment  in  skilled  nursing  facilities 
would  be  barred  by  the  continued  re¬ 
quirement  that  the  facilities  must  be  in 
compliance  with  title  VI  of  the  Civil 
Rights  Act  of  1964.  However,  as  previ¬ 
ously  indicated,  a  “bill  of  rights’’  for  pa¬ 
tients  will  be  published  imder  the  notice 
of  prc^osed  rulemaking  procedures. 

Some  criticism  of  the  revised  format 
of  the  conditions  of  participation  was 
expressed.  ’The  skilled  niirsing  facility 
r^ulations  are  designed  as  performance 
standards;  greater  specificity  would  di¬ 
minish  their  applicability  to  all  facili¬ 
ties.  Additionally,  State  agency  survey¬ 
ors  have  recently  undergone  extensive 
training  to  enhance  their  understanding 
of  the  program  and  the  survey  process. 
These  performance-oriented  require¬ 
ments  will  provide  these  surveyors  cri¬ 
teria  on  which  to  base  their  assessment 
of  an  Individual  facility’s  performance. 
Further,  certification  requirements  for 
all  providers  and  suppliers  of  services 
(hospitals,  skilled  niirsing  facilities, 
home  health  agencies,  providers  of  out¬ 
patient  physical  therapy  services,  inde¬ 
pendent  laboratories,  and  portable  X-ray 
services)  are  now  centralized  in  the  new 
Subpart  T. 

In  the  definition  found  in  §  405.1101 

(a)(2),  administrator  of  skilled  nursing 
facility,  the  length  of  supervisory  man¬ 
agement  experience  required  was  revised 
from  one  year  to  three  years  to  assure 
adequate  experience  to  ffirect  adminis¬ 
trative  activities  in  such  health  facilities. 
This  technical  change  reflects  current 
title  XIX  requirements  for  administra¬ 
tors  and  thereby  further  achieves  con¬ 
formance  between  the  two  programs. 

The  amendments  as  announced  under 
the  notice  of  proposed  rulemaking  (38 


FR  18620)  are  adopted,  with  the  noted 
changes.  In  addition,  some  parts  of  the 
regulations  were  redrafted  for  clarifica¬ 
tion  purposes,  in  line  with  the  comments 
received. 

(Secs.  1102,  1814,  1832,  1833,  1861,  1863,  1865, 
1866,  1871,  49  Stat.  647,  as  amended,  70  Stat. 
294,  as  amended,  79  Stat.  313-327,  as 
amended,  79  Stat.  331  (42  UA.C.  1302,  13951, 
1395k,  13951,  1395s,  1395z,  1395bb,  1395CC. 
1395hh) ) 

Effective  date.  These  amendments 
shall  be  effective  February  19,  1974. 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  No.  13.800,  Health  Insurance  for  the 
Aged  and  Disabled -Hospital  Insurance) 

Dated:  December  19,  1973. 

J.  B.  Cardwell, 

Commissioner  of  Social  Security. 
Approved:  December  27,  1973. 

Caspar  W.  Weinberger, 

Secretary  of  Health,  Education, 
and  Welfare. 

Regulation  No.  5  of  the  Social  Security 
Administration,  as  amended  (20  CFR 
Part  405),  are  further  amended  as  set 
forth  below: 

Subpart  F — Agreements,  Elections, 
Contracts,  Nominations,  and  Notices 

1.  The  heading  for  Subpart  F  is  revised 
to  read  as  set  forth  above. 

§  405.601,  405.602  [Amended] 

2.  In  §§  405.601  and  405.602,  the  words 
“extended  care  facility”  are  revised  to 
read  “skilled  nursing  facility.” 

3.  A  new  §  405.604  is  added  to  read  as 
follows: 

§  405.604  Term  agreements  v^ith  skilled 
nursing  facilities. 

Effective  with  respect  to  provider 
agreements  accepted  for  filing  on  or  after 
October  30,  1972,  an  agreement  with  a 
skilled  nursing  facility  shall  be  for  a 
specified  term  and  such  term  shall  be 
determined  by  the  Secretary  in  the  fol¬ 
lowing  manner: 

(a)  (1)  The  term  of  an  agreement  may 
be  for  a  period  of  12  full  calendar  months 
where  the  facility  is  in  ftiU  cmnpliance 
with  the  standards  contained  in  Subpart 
K  of  this  pert. 

(2)  Where  the  facility  is  not  in  full 
compliance  with  standards  contained  in 
Subi>art  K  of  this  part  the  term  of  an 
agreement  may: 

(i)  Be  restricted  to  a  term  that  ends 
no  later  than  the  60th  day  foUowing  the 
end  of  the  time  period  specified  for  the 
correction  of  deficiencies  in  a  written 
plan  which  the  Secretary  has  approved: 
Provided,  That  such  term  shall  not  ex¬ 
ceed  12  full  calendar  months;  or 

(ii)  Provide  a  conditional  term  of  12 
full  months,  subject  to  an  automatic 
cancellation  clause  that  the  agreement 
will  terminate  at  the  close  of  a  predeter¬ 
mined  date  which  shall  be  no  later  than 
the  60th  day  following  the  end  of  the 
time  period  specified  for  the  correction 
of  deficiencies:  Provided,  That  such  date 
will  occur  within  such  12-month  term, 
unless  the  Secretary  determines  that  all 
required  corrections  have  been  satis¬ 


factorily  completed  or  that  the  facility 
has  made  substantial  effort  and  progress 
in  correcting  such  deficiencies  and  has 
resubmitted  in  writing  a  plan  of  correc¬ 
tion  acceptable  to  the  Secretary. 

(b)  (1)  Where  the  Secretary  deter¬ 
mines  that  the  health  and  safety  of  pro¬ 
gram  beneficiaries  will  not  be  jeopar¬ 
dized  thereby,  the  term  of  an  agreement 
may  be  extended  for  a  period  of  2  full 
calendar  months,  if  the  Secretary  finds 
that  such  extension  is  necessary  to: 

(1)  Prevent  irreparable  harm  to  such 
facility:  or 

(ii)  Prevent  hardship  to  the  program 
beneficiaries  being  furnished  items  and 
services  by  such  facility;  or 

(2)  If  the  Secretary  finds  it  imprac¬ 
ticable  within  such  term  to  determine 
whether  such  facility  is  complying  with 
the  provisions  of  the  Act  and  regulations 
issued  thereunder. 

(c)  (1)  Except  as  provided  in  para¬ 
graph  (b)  of  this  section,  the  term  of  an 
agreement  may  not  be  extended  and  such 
agreement  sh^  terminate  at  the  close 
of  the  last  day  of  its  specified  term  and 
will  not  be  autcxnatically  renewable  from 
term  to  term. 

(2)  The  nonrenewal  of  an  agreement 
under  the  conditions  described  in  this 
section  is  not  a  termination  of  the 
agreement  by  the  Secretary  pursuant 
to  the  provisions  discussed  in  S  405.614. 
A  determination  by  the  Secretary  not 
to  accept  such  facility  for  participation 
following  the  end  of  such  term  shall  be 
an  initial  determination  relating  to  the 
facility’s  qualifications  as  a  provider  of 
services  for  the  period  immediately  fol¬ 
lowing  such  term  and  the  facility  shall 
be  entitled  to  a  hearing  with  respect  to 
such  determination.  (See  Subpart  O  of 
this  part.) 

(3)  Where  the  Secretary  determines 
that  he  will  not  accept  an  agreement 
with  a  skilled  nursing  facility  for  the 
period  immediately  following  the  end  of 
the  term  of  such  facility’s  existing  agree¬ 
ment,  the  Secretary  shall  give  notice  of 
such  determination  to  the  facility  at  least 
30  days  and  to  the  public  at  least  15  days 
before  the  end  of  such  term.  Each  notice 
by  the  Secretary  shall  state  the  reasons 
for  such  determination,  the  effective  date 
for  the  termination  of  the  existing  agree¬ 
ment,  and  the  applicability  of  such  ter¬ 
mination  as  it  relates  to  the  services  of 
the  facility. 

(d)  Notwithstanding  the  preceding 
provisions  of  this  section,  an  agreement 
filed  by  an  extended  care  facility  (now 
defined  as  a  skilled  nmslng  facility) 
which  was  accepted  by  the  Secretary 
prior  to  October  30,  1972,  and  which  was 
in  effect  on  such  date,  shall  be  for  a 
specified  term  ending  at  the  close  of 
December  31,  1973. 

4.  Section  405.605  is  revised  to  read 
as  follows: 

§  405.605  Provider  of  services ;  scope  of 
term. 

As  used  in  section  1866  of  the  Act  and 
this  Part  405,  the  term  “provider  of 
services”  (or  “provider”)  refers  only  to 
a  hospital,  a  skilled  nursing  facility,  or 
a  home  health  agency  (see  Subparts  J, 
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K,  and  L  ot  this  part)  and,  for  the  limited 
purposes  of  furnishing  oo^jatlent  i^iysl- 
cal  therapy  or  speech  pathology  services 
a  clinic,  rrfiaWlltatioa  agency,  or  pabHc 
health  agency  (see  Subpart  Q  of  this 
part). 

5,  Section  405.606  is  amended  by  re¬ 
vising  paragraph  (b) ,  and  adding  a  new 
paragraph  (c)  to  read  as  follows: 

§  405.606  Acceptance  of  provider  as  a 

participant. 

*  •  •  •  • 

(b)  If  the  provider  wishes  to  partici¬ 
pate  in  the  program,  both  copies  of  the 
agreement  shall  be  signed  by  an  au¬ 
thorized  official  of  the  (uganlzation  and 
filed  with  the  Secretary  and,  upon  ac¬ 
ceptance  for  filing  by  the  Secretary,  a 
c<w  of  such  agreement  shall  be  retunied 
to  the  provider  with  the  Secretary’s  writ¬ 
ten  notice  of  acceptance.  Such  notice 
shsdl  indicate  the  date  on  which  the 
agreement  was  signed  by  the  autlKMdzed 
official  of  the  provider  and  the  date  on 
which  the  agreement  was  accepted  by 
the  Secretary;  specify  the  effective  date 
of  the  agreement;  and,  in  the  case  of  an 
agreement  filed  by  a  skilled  nursing 
facility,  the  term  of  such  agreement  as 
determined  In  accordance  with  the  pro¬ 
visions  of  S  405.604. 

(c)  The  ttarUclpatlon  of  a  hospital, 
skilled  nursing  facility,  or  home  h^th 
agency  which  voluntarily  files  an  agree¬ 
ment  to  participate  in  the  hecJth  insur¬ 
ance  program  contemplates  that  such 
hospital,  facility,  or  agency  will  accept 
program  beneficiaries  for  care  and  treat¬ 
ment.  If  a  participating  hospital,  facility, 
or  agency  has  any  restrictions  on  the 
t3rpes  of  services  it  will  make  available 
and/or  the  type  of  health  emkiitions  that 
it  will  accept,  or  has  any  other  criteria 
relating  to  the  acceptance  of  persons  for 
care  and  treatment,  it  is  expected  that 
such  restrictions  or  criteria,  if  made  ap- 
plicaUe  to  program  beneficiaries,  win  be 
applied  in  the  same  manner  in  which 
they  are  i^n^lled  to  an  other  persons 
seeking  care  and  treatment  by  such  hos¬ 
pital,  facility,  or  agency.  A  provider’s 
admission  policies  and  pnurtices  that  are 
Inconsistent  with  the  provider  agreement 
objectives  set  forth  in  this  pctragraph 
(c)  may  be  the  basis  for  tennlnation  of 
participation  by  the  Secretary  pursuant 
to  §  405.614(a)(1). 

6.  Paragraph  (a)  of  1 405.613  is  re¬ 
vised  to  read  as  foUows: 

§  405.613  Termiiuitjon  by  proTider  of 
services. 

(a)  A  i»X)vlder  may  terminate  a  sec¬ 
tion  1866  agreonent  (and  In  the  case  of 
a  skilled  nursing  faculty,  prior  to  the  rad 
of  the  specified  term  of  such  agreement — 
see  §  405.604)  by  filing  with  the  Secre¬ 
tary  a  written  notice  of  its  intention  to 
terminate  such  agreement.  The  notice  of 
intent  to  terminate  shaU  state  the  date 
for  the  termination  of  the  agreement 
(the  date  must  be  the  first  day  of  a 
month).  The  Secretary  may  accept  the 
termination  date  stated  in  the  notice  or 
he  may  set  a  different  date.  If  the  notice 
oi  traminatloQ  does  not  raecify  the  date 
tor  the  termination  of  the  agreement,  the 


date  shall  be  set  by  the  Secretary.  How¬ 
ever,  if  the  terminatira  date  is  set  by  the 
Secretary,  such  date  shall  not  be  more 
than  6  months  from  the  date  the  notice 
is  filed.  In  addition  to  giving  notice  to 
the  Secretary,  the  provider  also  gives 
at  least  15  days  n^ice  to  the  public 
by  publishing  in  one  or  more  local  news¬ 
papers  a  statement  of  the  date  of  termi¬ 
nation  of  the  provider  agreement  with 
the  Secretary,  The  notice  also  shall  in¬ 
form  the  public  of  the  applicability  of 
tennlnation  (see  i  405.615)  as  it  rentes 
to  services  of  the  provider. 

•  •  •  *  • 

7.  Paragraph  (a)  of  §  405.614  is  re¬ 
vised  to  read  as  foUows: 

§  405.614  Termination  by  the  Secretary. 

(a)  Cause  lor  termination.  The  Secre¬ 
tary  may  terminate  an  agreement  (and 
in  the  case  of  a  skilled  nursing  facility, 
prior  to  the  rad  of  the  specified  term  of 
such  agreement — see  §  405.604)  if  the 
Secretary  determines  that  the  provider 
of  servic^: 

(1)  Is  not  comiUying  substantially 
with  the  provisions  of  title  XVIII  and 
this  Part  405,  or  with  the  provislras  of 
the  agreement  entered  into  pursuant  to 
§  405.606;  or 

(2)  No  longer  meets  the  appropriate 
conditions  of  participation  necessary  to 
qualify  as  a  horaital  (see  Subpart  J  of 
this  part),  skilled  nursing  facility  (see 
Subpart  K  of  this  part),  home  health 
agency  (see  Subpart  L  of  this  part) .  or 
a  rehabilitaUon  agency,  clinic,  or  public 
health  agency  as  a  iwovider  of  outpatient 
physical  then^y  or  speech  pattMriogy 
services  (see  Subpart  Q  of  this  part) ,  as 
the  case  may  be;  or 

(3)  Fails  to  furnish  information  as  the 
Secretary  finds  to  be  necessary  for  a  de- 
terminatira  as  to  whether  payments  are 
due  or  were  due  under  this  Part  405  and 
the  amounts  thereof;  or 

(4)  Refuses  to  permit  examination  of 
its  fiscal  or  other  records  by,  or  on  be¬ 
half  of,  the  Secretary  as  may  be  neces¬ 
sary  for  verification  of  informatira  fur¬ 
nished  as  a  basis  fcH*  payment  under  the 
health  insiuance  benefits  program. 

•  •  •  •  • 

8.  Paragraph  (a)  of  §  405.615  is  re¬ 
vised  to  read  as  foUows: 

§  405.615  AppKcabOity  of  termination. 

A  termination  of  an  agreement  under 
the  conditions  described  in  9S  405.604, 
405.613,  or  405.614  shall  be  applicable: 

(a)  In  the  case  of  inpatient  hospital 
services  (including  inpatient  tuberculosis 
hospital  services  and  inpatient  psychi¬ 
atric  hospital  services),  or  posthospital 
extended  care  services  furnished  to  any 
individual  after  the  effective  date  of  such 
termination,  except  that  payment  may 
be  made  for  up  to  30  days  with  respect 
to  such  services  furnished  to  any  bene¬ 
ficiary  who  was  admitted  to  the  hospital 
or  skilled  nursing  facility  prior  to  the 
effective  date  of  the  termination. 

•  •  •  •  • 

9.  Section  405.616  is  amended  to  read 
as  f(^ow8: 


§  405.616  Reinstatement  of  provider  as 
participant  after  termination. 

(a)  Subject  to  the  provisions  of  para¬ 
graph  (b)  of  this  section,  where  an 
agreement  between  a  provider  of  services 
and  the  Secretary  is  terminated  by  the 
Secretary  under  the  conditions  described 
in  SS  405.604  and  405.614,  such  institution 
or  agency  shall  not  file  another  agree¬ 
ment  to  participate  in  the  health  insur¬ 
ance  benefits  program  unless  the  Secre¬ 
tary  finds  that  the  reason  for  the  termi¬ 
nation  of  the  prior  agreement  has  been 
rraioved  and  that  there  is  reasonable 
assurance  that  it  will  not  recur. 

(b)  Where  an  agreement  between  a 
provider  of  services  and  the  Secretary  is 
terminated  tmder  conditions  described  in 
§  405.604,  :  405.613,  or  §  405.614,  such  in¬ 
stitution  or  agency  shall  not  file  another 
agreement  to  iraxticipate  in  the  health 
insurance  benefits  program  imless  the 
Secretary  finds  that  such  instltutira  or 
agency  has  fulfilled  (or  has  made  ar¬ 
rangements  satisfactory  to  the  Secretary 
to  fulfill)  all  of  the  statutory  and  regu¬ 
latory  responsibilities  of  its  prior  agree¬ 
ment  with  the  Secretary. 

•  •  •  •  • 

10.  Section  405.685  is  amended  by  add¬ 
ing  a  paragraph  (d)  to  read  as  foUows: 

§  405.685  Agreements  with  States  pur¬ 
suant  to  section  1864 ;  general. 

The  Secretary  shaU  enter  into  an 
agreement  with  any  State  which  is  able 
and  willing  to  do  so,  imder  which  the 
services  of  the  State  health  agency  or 
other  appropriate  State  agency  (or  the 
a];H>r(Vriate  local  agencies)  will  be  uti¬ 
lize  by  the  Secretary: 

•  •  •  •  • 

(d)  To  review  statements  obtained 
from  each  skilled  mmsing  facility  setting 
forth  (from  payroll  records)  the  average 
numbers  and  types  Ol  personnel  (in  full¬ 
time  equivalents)  on  each  tour  Ot  duty 
during  at  least  1  week  of  each  quarter, 
such  week  to  be  selected  by  the  survey 
agency  and  to  occur  irregularly  in  each 
quarter  of  a  year. 

Subpart  K — Conditions  of  Participation; 
Skilled  Nursing  Facilities 

11.  Subpart  K  is  amended  by  deleting 
§9  405.1101  through  405.1110.  These  sec¬ 
tions  are  superseded  by  new  Subpart  T. 
Subpart  K  is  further  amended  by  revis¬ 
ing  the  heading  as  set  forth  above,  add¬ 
ing  a  new  9  405.1101  and  99  405.1120 
through  405.1137  to  read  as  follows: 

Sec. 

405.1101  Definitions. 

•  •  •  •  • 

406.1120  Compliance  with  Federal,  State, 

and  local  laws. 

406.1121  Governing  body  and  management. 

405.1122  Patient  care  policies. 

406.1123  Physician  services. 

405.1124  N\irslng  services. 

406.1125  Dietetic  services. 

406.1126  l^ieclallzed  rehabilitative  servlcea. 

405.1127  Pharmaceutical  services. 

406.1128  LaboratcH7  and  radlologie  services. 

405.1128  Dental  services. 

405.1130  Social  services. 

405.1131  Patient  activities. 

405.1132  Medical  records. 
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Sec. 

405.1133  Transfer  agreement. 

405.1134  Physical  environment. 

405.1135  Infection  control. 

405.1136  Disaster  preparedness. 

405.1137  Utilization  review. 

§  405.1101  Definitions. 

As  used  in  this  subpart,  the  following 
definitions  apply: 

(a)  Administrator  of  skilled  nursing 
facility.  A  person  who: 

(1)  Is  licensed  as  required  by  State 
law;  or 

(2)  If  the  State  does  not  have  a  Medi¬ 
caid  program,  and  has  no  licensure  re¬ 
quirement,  is  a  high  school  graduate  (or 
equivalent) ,  has  completed  courses  in  ad¬ 
ministration  or  management  approved  by 
the  appropriate  State  agency,  and  has  3 
years  of  supervisory  management  experi¬ 
ence  in  a  skilled  nursing  facility  or  re¬ 
lated  health  program;  or 

(3)  If  the  administrator  of  a  hospital 
in  which  there  is  a  hospital-based  dis¬ 
tinct-part  skilled  nursing  facility,  in  a 
State  that  does  not  license  skilled  nurs¬ 
ing  facility  administrators,  meets  the 
requirements  of  S  405.1021(f) . 

(b)  Approved  drugs  and  biologicals. 
Only  such  drugs  and  biologicals  as  are: 

(1)  In  the  case  of  Medicare: 

(1)  Included  (or  approved  for  inclu¬ 
sion)  in  the  United  States  Pharmaco¬ 
poeia,  National  Formulary,  or  United 
States  Homeopathic  Pharmac<HX)ela;  or 

(il)  Included  (or  approved  for  inclu¬ 
sion)  in  AMA  Drug  Evaluations  or  Ac¬ 
cepted  Dental  Therapeutics,  except  for 
any  drugs  and  biologicals  imfavorably 
evaluated  therein;  or 

(ill)  Not  included  (nor  approved  for 
inclusion)  in  the  compendia  listed  in 
paragraphs  (b)(1)  (i)  and  (b)(1)  (11)  of 
this  section,  may  be  considered  approved 
if  such  drugs: 

(A)  Were  furnished  to  the  patient  dur¬ 
ing  his  prior  hospitalization,  and 

(B)  Were  approved  for  use  during  a 
prior  hospitalization  by  the  hospital’s 
pharmacy  and  drug  therapeutics  com¬ 
mittee  (or  equivalent) ,  and 

(C)  Are  required  for  the  continuing 
treatment  of  the  patient  in  the  facility. 

(2)  In  the  case  of  Medicaid,  those 
drugs  approved  by  the  State  Title  XIX 
agency. 

(c)  Charge  nurse.  A  person  who  is: 

(1)  Licensed  by  the  State  in  which 

practicing  as  a: 

(i)  Registered  nurse;  or 

(ii)  Practical  (vocational)  nurse  who: 

(A)  Is  a  graduate  of  a  State-approved 
school  of  practical  (vocational)  nursing; 
or 

(B)  Has  2  years  of  appropriate  expe¬ 
rience  following  licensure  by  waiver  as  a 
practical  (vocational)  nurse,  and  has 
achieved  a  satisfactory  grade  on  a  profi¬ 
ciency  examination  approved  by  the  Sec¬ 
retary,  or  on  a  State  licensure  examina¬ 
tion  which  the  Secretary  finds  at  least 
equivalent  to  the  proficiency  examina¬ 
tion,  except  that  such  determinations 
of  proficiency  shall  not  apply  with  respect 
to  persons  initially  licensed  by  a  State  or 
seeking  initial  qualifications  as  a  prac¬ 
tical  (vocational)  nurse  after  Decem¬ 
ber  31,  1977;  and 


(2)  Is  experienced  in  nursing  service 
administration  and  supervision  and,  in 
areas  such  as  rehabilltotive  or  geriatric 
nursing,  or  acquires  such  preparation 
through  formal  staff  development  pro- 
>  grams. 

In  the  case  of  skilled  ninsing  facility 
services  in  an  institution  for  the  men¬ 
tally  retarded  or  in  an  institution  for 
those  with  mental  diseases,  or  a  distinct 
part  thereof,  a  person  licen;^  in  another 
category  of  health  care  discipline  who 
has  special  training  in  the  care  of  such 
patients  may  serve  as  charge  niirse  pro¬ 
vided  that  such  person  is  licensed  in  such 
category  by  the  State  following  comple¬ 
tion  of  a  course  of  training  which  in¬ 
cluded  at  least  the  number  of  classroom 
and  practice  hours  in  all  the  niirsing  sub¬ 
jects  included  in  the  program  of  a  State- 
approved  school  of  practical  (vocational) 
nursing,  as  evidenced  by  a  report  on  com¬ 
parison  of  the  comses  in  the  respective 
curricula  to  the  State  agency  by  the 
agency  (ies)  of  the  State  responsible  :;or 
the  licensure  of  such  personnel.  (An  in¬ 
stitution  primarily  engaged  in  the  care 
of  the  mentally  retarded  or  in  the  treat¬ 
ment  of  mental  diseases  cannot  qualify 
as  a  participating  skilled  nursing  facility 
under  Medicare.) 

(d)  Controlled  drugs.  Drugs  fisted  as 
being  subject  to  the  Comprehensive  Drug 
Abuse  Prevention  and  Control  Act  of 
1970  (Pub.  L.  91-513)  as  set  forth  in  21 
CPR  Part  308. 

(e)  Dietetic  service  supervisor.  A 
person  who: 

( 1 )  Is  a  qualified  dietitian ;  or 

(2)  Is  a  graduate  of  a  dietetic  techni¬ 
cian  or  dietetic  assistant  training  pro¬ 
gram,  corresponding  or  classroom,  ap¬ 
proved  by  the  American  Dietetic  Asso¬ 
ciation;  or 

(3)  Is  a  graduate  of  a  State-approved 
course  that  provided  90  or  more  hours  of 
classroom  instruction  in  food  service 
supervision  and  has  experience  as  a 
supervisor  in  a  health  care  institution 
with  consultation  from  a  dietitian;  or 

(4)  Has  training  and  experience  in 
food  service  supervision  and  management 
in  a  military  service  equivalent  in  con¬ 
tent  to  the  program  in  paragraph 
(e)  (2)  or  (e)  (3)  of  this  section. 

(f)  Dietitian  (.qualified  consultant) .  A 
person  who: 

(1)  Is  eligible  for  registration  by  the 
American  Dietetic  Association  under  its 
requirements  in  effect  on  the  publication 
of  this  provision. 

(2)  Has  a  baccalaureate  degree  with 
major  studies  in  food  and  nutrition, 
dietetics,  or  food  service  management, 
has  1  year  of  supervisory  experience  in 
the  dietetic  service  of  a  health  care  insti¬ 
tution,  and  participates  annually  in  con¬ 
tinuing  dietetic  education. 

(g)  Director  of  nursing  services.  A 
registered  nurse  who  Is  licensed  by  the 
State  in  which  practicing,  and  has  1  year 
of  additional  education  or  experience  in 
nursing  service  administration,  as  well 
as  additional  education  or  experience  in 
such  areas  as  rehabilitative  or  geriatric 
nursing,  and  participates  annually  in 
continuing  nursing  education. 


(h)  Drug  administration.  An  act  in 
which  a  single  dose  of  a  prescribed  drug 
or  biological  is  given  to  a  patient  by  an 
authorized  person  in  accordance  with  all 
laws  and  regulations  governing  such  acts. 
The  complete  act  of  administration  en¬ 
tails  removing  an  individual  dose  from 
a  previously  dispensed,  properly  labeled 
container  (including  a  unit  dose  con¬ 
tainer),  verifying  it  with  the  physician’s 
orders,  giving  the  individual  dose  to  the 
proper  patient,  and  promptly  recording 
the  time  and  dose  given. 

(i)  Drug  dispensing.  An  act  entailing 
the  interpretation  of  an  order  for  a  drug 
or  biological  and,  pursuant  to  that  order, 
the  proper  selection,  measuring,  labeling, 
packaging,  and  issuance  of  the  drug  or 
biological  for  a  patient  or  for  a  service 
tmit  of  the  facility. 

(j)  Existing  buildings.  For  purposes  of 
ANSI  Standard  No.  A117.1  and  minimum 
patient  room  size  (see  §  405.1134  (c)  and 
(e) )  in  skilled  nursing  facilities  or  parts 
thereof  whose  construction  plans  are  ap¬ 
proved  and  stamped  by  the  appropriate 
State  agency  responsible  therefore  be¬ 
fore  the  date  these  regulations  become 
effective. 

'(k)  Licensed  nursing  personnel.  Reg¬ 
istered  nurses  or  practical  (vocational) 
nurses  licensed  by  the  State  in  which 
practicing. 

(1)  Medical  record  practitioner  (qual¬ 
ified  consultant) .  A  person  who: 

(1)  Is  eligible  for  certification  as  a 
registered  record  administrator  (RRA), 
or  an  accredited  record  technician 
(ART) ,  by  the  American  Medical  Record 
Association  under  its  requirements  in 
effect  on  the  publication  of  this  provi¬ 
sion;  or 

(2)  Is  a  graduate  of  a  school  of  med¬ 
ical  record  science  that  is  accredited 
jointly  by  the  Coimcil  on  Medical  Edu¬ 
cation  of  the  American  Medical  Associa¬ 
tion  and  the  American  Medical  Record 
Association. 

(m)  Occupational  therapist  (qualified 
consultant) .  A  person  who: 

(1)  Is  a  graduate  of  an  occupational 
therapy  curriculum  accredited  jointly  by 
the  Coimcil  on  Medical  Education  of  the 
American  Medical  Association  and  the 
American  Occupational  Therapy  Asso¬ 
ciation;  or 

(2)  Is  eligible  for  certification  by  the 
American  Occupational  Therapy  Associ¬ 
ation  under  its  requirements  in  effect  on 
the  publication  of  this  provision;  or 

(3)  Has  2  years  of  appropriate  experi¬ 
ence  as  an  occupational  therapist,  and 
has  achieved  a  satisfactory  grade  on  a 
proficiency  examination  approved  by  the 
Secretary,  except  that  such  determina¬ 
tions  of  proficiency  shall  not  apply 
with  respect  to  persons  initially  licensed 
by  a  State  or  seeking  Initial  qualifica¬ 
tions  as  an  occupational  therapist  after 
December  31, 1977. 

(n)  Occupational  therapy  assistant. 
A  person  who: 

(1)  Is  eligible  for  certification  as  a 
certified  occupational  therapy  assistant 
(COTA)  by  the  American  Occupational 
Therapy  Association  under  its  require¬ 
ments  in  effect  on  the  publication  of  this 
provision;  or 
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(2)  Has  2  years  of  wpropriate  experi¬ 
ence  as  an  occupational  therapy  assist¬ 
ant.  and  has  achieved  a  sat^actory 
gra^  on  a  proflctoicy  examination  a(>- 
proved  by  the  Secretary,  except  that 
such  determinatlcm  of  pr^dcncy  shall 
not  apply  with  respect  to  persons  Ini¬ 
tially  licensed  by  a  State  or  seddncr  Ini¬ 
tial  qmllflcatlon  as  an  occupational 
therapy  assistant  after  December  31, 
1977. 

(o>  Patient  activities  coordinator 
{qualified  consvUanf).  A  person  who: 

(1)  Is  a  qualified  therapeutic  recrea¬ 
tion  specialist;  or 

(2)  Has  2  years  of  expoienoe  In  a  so¬ 
cial  or  recreational  program  within  the 
last  5  years,  1  year  of  adilch  was  fun- 
time  in  a  patient  activities  program  In  a 
health  care  setting;  or 

(3)  Is  a  qualllted  occtqiatlonal  thera¬ 
pist  or  occupational  thoapy  assistant. 

(p)  Pharmacist.  A  person  who; 

(1)  Is  licensed  as  a  i^iarmadst  by  the 
State  in  iHilch  practicing,  and 

(2)  Has  training  or  experience  in  the 
specialized  fimctlons  of  ln8tttutl<mal 
l^iannacy,  such  as  reridendes  In  hos¬ 
pital  pharmacy,  seminars  on  Instltutkmal 
pharmacy,  and  related  trahiing  pro¬ 
grams. 

(q)  Physical  therapist  (qualified  con¬ 
sultant)  :  A  person  who  Is  licensed  as  a 
physical  therapist  by  the  State  In  vdilch 
practicing,  and 

(1)  Has  graduated  from  a  physical 
therapy  curriculum  approved  by  the 
American  Physical  Thoi^y  Assodatlon. 
or  by  the  Council  on  Medical  Educatton 
and  Ho^dtals  of  the  American  Medical 
Association,  jointly  by  ttw  Council  on 
Medical  Education  of  the  American 
Medical  Association  and  the  American 
Physical  Therapy  Association;  or 

(2)  Prior  to  January  1.  was  ad¬ 
mitted  to  membership  by  the  American 
Physical  Tboapy  Association,  or  was 
admitted  to  registration  by  the  AwwricMi 
Registry  of  niyslcal  Therapista,  or  has 
graduated  from  a  pfasrslcal  therapy  ciur- 
rlculum  In  a  4-year  cdlege  or  university 
approved  by  a  State  department  of  edu¬ 
cation;  or 

(3)  Has  2  years  of  appropriate  experi¬ 
ence  as  a  physical  tbera^t,  and  has 
achieved  a  satisfactory  grade  on  a  pro¬ 
ficiency  examination  ai^woved  hy  the 
Secret^,  except  that  such  determina- 
tlcMis  of  iH-c^lnicy  shall  not  apply  with 
respect  to  persons  initially  licensed  by  a 
State  or  seeking  qualification  as  a  physi¬ 
cal  therai^  aft»  December  31, 1977;  or 

(4)  Was  licensed  or  registered  prior  to 
January  1, 1966,  and  prim:  to  January  1. 
1970,  had  15  years  full-time  experience 
in  the  treatment  of  illness  or  Injury 
throu^  the  practice  of  physical  therai^ 
In  which  services  were  rendered  under 
the  order  and  direction  of  attending 
and  referring  physicians;  or 

(5)  If  trained  outside  the  United 
States,  was  graduated  since  1928  from  a 
physical  therapy  curriculum  aiH>roved  in 
the  country  in  which  the  curriculiun  was 
located  and  in  which  there  is  a  member 
organization  of  the  World  Confederatimi 
for  Physical  Therapy,  meets  the  require¬ 
ments  for  membership  in  a  member  or¬ 
ganization  of  the  World  Confederation 


for  Physical  Therapy,  has  1  year  of  ex¬ 
perience  under  Uie  superrislon  of  an 
active  member  of  the  American  Physical 
Therapy  Associatlcn.  and  has  success* 
fully  completed  a  quallfirlng  examination 
as  prescribed  by  the  American  Physical 
Therapy  Association. 

(r)  Physical  therapist  assistant.  A 
person  who  is  licensed  as  a  physical  ther¬ 
apist  assistant.  If  aivUcable,  by  the  State 
in  which  practicing,  and 

(1)  Has  graduated  from  a  2-year  col¬ 
lege-level  program  {^proved  by  the 
American  F^sical  Therapy  Association; 
or 

(2)  Has  2  years  of  appropriate  experi¬ 
ence  as  a  physical  therapist  assistant,  and 
has  achieved  a  satisfactory  grade  on  a 
proficiency  examination  iq)proved  by 
the  Secretary,  except  that  such  deter¬ 
minations  of  proficiency  shall  not  apply 
with  respect  to  persons  Initially  licensed 
by  a  State  or  seeing  Initial  quaUflca- 
tlon  as  a  physical  therfq)lst  assistant 
after  December  31. 1977. 

(s)  SocUa  worker  (qualified  consult¬ 
ant)  .  A  perscm  who  Is  licensed.  If  appli¬ 
cable,  by  the  State  in  which  practtetng, 
is  a  graduate  of  a  school  of  social  work 
accredited  cu*  approved  by  the  Council 
on  Social  Work  Education,  and  has  1 
year  of  social  work  experience  in  a  healUi 
care  setting. 

(t)  Speech  patholoffist  or  audMoffist 
(qualified  consultant).  A  person  who  Is 
Jtcensed,  If  tuneable,  by  the  State  In 
which  practicl^,  and 

(1)  Is  eligible  for  a  certificate  of  cUnl- 
cal  competence  In  the  appropriate  area 
(speech  pathology  or  audl^ogy)  granted 
by  the  American  Speech  and  Hearing  As¬ 
sociation  under  its  reciulrements  In  effect 
on  the  puUlcatlon  of  this  provision;  or 

(2)  Meets  the  educational  recre¬ 
ments  for  certlficaticm,  and  is  In  the 
process  of  accumulating  the  supervised 
experience  required  for  certification. 

(u)  Supervision.  Authoritative  proce¬ 
dural  guidance  by  a  qualified  person  for 
the  accomidlshment  of  a  function  or  ac¬ 
tivity  within  his  sphere  of  eompetenee, 
with  Initial  direction  and  periodic  Inspec¬ 
tion  oi  the  actual  act  of  accompUshing 
the  function  or  activity.  Unless  other¬ 
wise  stated  In  regulatJons,  the  supervisor 
must  be  on  the  premises  if  the  person 
does  not  meet  assistant-level  quCica- 
tlons  specified  In  these  definitions. 

(v)  Therapeutic  recreation  specialist 
(qualified  consultant).  A  person  who  is 
licensed  or  registered.  If  appUcaUe,  by 
the  State  in  which  practicing,  and  is  eli¬ 
gible  for  registration  as  a  therapeutic 
recreation  specialist  by  the  Natkmal 
Therapeutic  Recreation  Socie^  (Branrii 
of  National  Recreation  and  Park  Asso¬ 
ciation)  tinder  its  requiremaats  in  effect 
on  publication  oi  this  provlston. 

§  405.1120  Conditioa  of  participation— 
compliance  with  Federal,  State,  and 
local  laws. 

The  skilled  nursing  facility  is  in  com¬ 
pliance  with  ign^caUe  Fedmd,  State, 
and  local  laws  and  regulations. 

(a)  Standard:  Ueensure.  The  fscDUtr, 
in  any  State  In  whldi  State  or  aiKdlcahie 
local  law  provides  for  licensing  of  facili¬ 
ties  of  this  nature: 


(1)  Is  licensed  pursuant  to  such  law; 
or 

(2)  If  not  subject  to  licensure,  is  ap¬ 
proved  by  the  agency  of  the  State  or 
locality  responsiUe  for  licensing  skilled 
nursing  facilities  as  meeting  fully  the 
standards  estalrflshed  for  such  licensing, 
and 

(3)  Except  that  a  facility  which  for¬ 
merly  met  fully  such  licensure  require¬ 
ments,  but  is  currently  determined  not 
to  meet  fully  all  such  requirements,  may 
be  recognized  for  a  period  specifli^  by 
the  State  standard-setting  authority. 

(b>  Standard:  Licensure  or  registra¬ 
tion  of  personnel.  Staff  of  the  facility  are 
licensed  or  registered  in  accordance  with 
applicaUe  laws. 

(c)  Standard:  Conformity  with  other 
Federal.  State.  C  'd  local  laws.  The  facil¬ 
ity  is  in  conformity  with  all  Fedual. 
State,  and  local  laws  relating  to  fire  and 
safety,  sanitation,  eommunicahle  and  re- 
portaide  dlseaacn.  postmortem  proce¬ 
dures,  and  other  relevant  health  and 
safety  requiremaats. 

S  405.1121  CondhiaR  of  partieipotioB — 
goveraing  body  md  ■m—gemeat. 

The  skilled  nursing  facility  has  an  ef¬ 
fective  governing  body,  or  designated 
persons  so  functioning,  with  full  legal  au¬ 
thority  and  re^x>nslbfilty  for  the  (^?era- 
tkm  of  the  facility.  The  governing  body 
adopts  and  enforces  rules  and  regulations 
rdative  to  health  care  and  safety  of 
patients,  to  the  protection  at  their  per¬ 
sonal  and  pr(q;>erty  rights,  and  to  the  g^- 
eral  openition  the  facility.  The  gov¬ 
erning  body  develops  a  written  instttu- 
Uonal  plan  that  reflects  the  (g)exating 
budget  and  capital  expenditures  plan. 

(a)  Standard:  Disclosure  of  owner¬ 
ship.  The  facility  supplies  full  and  com- 
idete  information  to  the  survey  agency 
as  to  the  Identity  (1)  of  each  person  who 
has  any  direct  or  indirect  ownership  in¬ 
terest  of  10  per  centum  or  more  In  such 

nursing  facility  or  who  Is  the 
owner  (in  whole  or  In  part)  of  any  mort¬ 
gage,  deed  of  trust,  note,  or  other  obliga¬ 
tion  secured  (in  whole  or  In  pari)  by 
such  skilled  nurshig  facing  or  any  of 
the  prop^ty  or  assets  of  such  skilled 
niursing  facility,  (2)  in  case  a  skilled 
nursing  facility  Is  organized  as  a  corpo¬ 
ration,  of  each  officer  and  director  of  the 
corporation,  and  (3)  In  case  a  skilled 
muring  facility  Is  organized  as  a  part¬ 
nership,  of  each  partno:;  and  promptly 
reports  any  changes  which  would  affect 
the  current  accuracy  of  the  information 
so  required  to  be  sui^lled. 

(b)  Standard:  Staffing  patterns.  The 
facility  furnishes  to  the  State  survey 
agency  Information  from  payroll  records 
setting  forth  the  average  numbers  and 
types  of  personnel  (in  full-time  equiva¬ 
lents)  on  each  tour  of  duty  during  at 
least  1  week  of  each  quarter.  Such  week 
win  be  selected  by  the  survey  agency. 

(c)  Standard:  Bylaws.  The  governing 
body  ad(H>ts  effective  patient  care  poli¬ 
cies  and  administrative  pcfficles  and  by¬ 
laws  governing  the  operation  of  the  fa¬ 
cility,  in  accmrdaotce  with  legal  require¬ 
ments.  Such  policies  and  Inlaws  are  in 
writing,  dated,  and  made  available  to  all 
members  of  the  governing  body  which 
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ensures  that  they  are  operational,  and 
reviews  and  revises  them  as  necessary. 

(d)  Standard:  Independent  medical 
evaluation  (.medical  review) .  The  govern¬ 
ing  body  adopts  “policies  to  ensure  that 
the  facility  cooperates  in  an  effective  pro¬ 
gram  which  provides  for  a  regular  pro¬ 
gram  of  independent  medical  evaluation 
and  audit  of  the  patients  in  the  facility 
to  the  extent  required  by  the  programs  in 
which  the  facility  participates  (includ¬ 
ing,  at  least  annually,  medical  evaluation 
of  each  patient’s  need  for  skilled  nursing 
facility  care) . 

(e)  Standard:  Administrator.  The 
governing  body  appoints  a  qualified  ad¬ 
ministrator  who  Is  responsible  for  the 
overall  management  of  the  facility,  en¬ 
forces  the  rules  and  regulations  relative 
to  the  level  of  health  care  and  safety  of 
patients,  and  to  the  protection  of  their 
personal  and  property  rights,  and  plans, 
organizes,  and  directs  those  responsibili¬ 
ties  delegated  to  him  by  the  governing 
body.  Through  meetings  and  periodic  re¬ 
ports,  the  administrator  maintains  on¬ 
going  liaison  among  the  governing  body, 
medical  and  nursing  staffs,  smd  other 
professional  and  supervisory  staff  of  the 
facility,  and  studies  and  acts  upon  recom¬ 
mendations  made  by  the  utilization  re¬ 
view  and  other  committees.  In  the  ab¬ 
sence  of  the  administrator,  mi  employee 
is  authorized,  in  writing,  to  act  on  his 
behalf. 

(f)  Standard:  Institutional  planning. 
The  institutional  plan: 

(1)  Provides  for  an  annual  operating 
budget  which  Includes  all  anticipated 
income  and  exi>enses  related  to  items 
which  would,  under  generally  accepted 
accounting  principles,  be  considered  in¬ 
come  and  expense  items  (except  that 
nothing  in  this  paragraph  shall  require 
that  there  be  prepared,  in  connection 
with  any  budget,  an  item-by-item  iden¬ 
tification  of  the  components  of  each  type 
of  anticipated  expenditure  or  Income). 

(2)  Provides  for  a  capital  expenditures 
plan  for  at  least  a  3-year  period  (includ¬ 
ing  the  year  to  which  the  operating 
budget  described  in  paragraph  (1)  of 
this  section  is  applicable)  which  includes 
and  identifies  in  detail  the  anticipated 
sources  of  financing  for,  and  the  objec¬ 
tives  of.  each  anticipated  expenditure  in 
excess  of  $100,000  related  to  the  acqui¬ 
sition  of  land,  the  improvement  of  land, 
buildings,  and  equipment,  and  the  re¬ 
placement,  modernization,  and  expansion 
of  the  buildings  and  equipment  which 
would,  under  generally  accepted  account¬ 
ing  principles,  be  considered  capital 
items, 

(3)  Provides  for  review  and  updating 
at  least  annually,  and 

(4)  Is  prepared,  imder  the  direction 
of  the  governing  body  of  the  institution, 
by  a  committee  consisting  of  represent¬ 
atives  of  the  governing  body,  the  ad¬ 
ministrative  staff,  and  the  organized 
medical  staff  (if  any)  of  the  Institution. 

(g)  Standard:  Personnel  policies  and 
procedures.  The  governing  body,  through 
the  administrator,  is  responsible  for  im¬ 
plementing  and  nudntaining  written 
personnel  policies  and  procedures  that 
supr>ort  soimd  patient  care  and  person¬ 


nel  practices.  Personnel  records  are  cur¬ 
rent  and  available  for  each  raiployee 
and  contain  sufflci^t  information  to 
sui%>ort  idacem«it  in  the  position  to 
which  assigned.  Written  policies  fm*  c<m- 
tnd  of  communicable  disease  are  in 
effect  to  ensure  that  employees  with 
symptoms  or  signs  of  communicahle  dis¬ 
ease  or  infected  skin  lesions  are  not  per¬ 
mitted  to  work,  and  that  a  safe  and 
sanitary  environment  for  patients  and 
personnel  exists  and  incidents  and  acci¬ 
dents  to  patients  and  personnel  are  re¬ 
viewed  to  identify  health  and  safety 
hazards.  Employees  are  provided,  at  re¬ 
ferred  for,  periodic  health  examinations, 
to  ensure  freedom  from  communicable 
disease. 

(h)  Standard:  Staff  development.  An 
ongoing  educational  program  is  planned 
and  conducted  for  the  development  and 
improvement  of  skills  of  all  the  facility’s 
personnel,  including  training  related  to 
problems  and  needs  of  the  aged,  ill,  and 
disabled.  Each  onployee  receives  appro¬ 
priate  orientation  to  the  facility  and  its 
policies,  and  to  his  ix)sition  and  duties. 
Inservice  training  includes  at  least  pre¬ 
vention  and  contnd  of  infections,  fire 
prevention  and  safety,  accident  preven¬ 
tion,  confidentiality  of  patient  informa¬ 
tion,  and  preservation  of  patient  dignity, 
including  protectimi  of  his  privacy  and 
personal  and  property  rights.  Records  are 
maintained  which  indicate  Uie  content 
of,  and  attendance  at,  such  staff  develop¬ 
ment  programs. 

(1)  Standard:  Use  of  outside  re¬ 
sources.  If  the  facility  does  not  employ  a 
qualified  professional  person  to  render  a 
iH>ecific  service  to  be  provided  by  the  fa¬ 
cility,  there  are  arrangemorts  for  such 
a  s«wice  through  a  written  agreement 
with  an  outside  resource — a  person  or 
agency  that  will  render  direct  service  to 
patients  or  act  as  a  consultant.  The  re¬ 
sponsibilities,  functions,  and  objectives, 
and  the  terms  of  agreement,  including 
financial  arrangements  and  charges,  of 
each  such  outside  resource  are  driine- 
ated  in  writing  and  signed  by  an  author¬ 
ized  representative  of  the  facility  and 
the  person  or  the  agency  providing  the 
service.  The  agreement  specifies  that  the 
facility  retains  professional  and  admin¬ 
istrative  responsibility  for  the  services 
rendered.  The  financial  arrangements 
provide  that  the  outside  resource  bill  the 
facility  for  covered  services  (either  Part 
A  (»:  B  for  Medicare  beneficiaries) 
rendered  directly  to  the  patient,  and 
that  receipt  of  payment  from  the  pro- 
gram(s)  to  the  facility  for  the  services 
discharges  the  liability  of  the  beneficiary 
or  any  other  person  to  pay  for  the  serv¬ 
ices.  The  outside  resource,  when  acting  as 
a  consultant,  apprises  the  administrator 
of  recommendations,  plans  for  imple¬ 
mentation,  and  continuing  assessment 
through  dated,  signed  reports,  which  are 
retained  by  the  administrator  for  follow¬ 
up  acti(xi  and  evaluation  of  perform¬ 
ance.  (See  requirement  xmder  each  serv- 
ice^SS  405.1125  through  405.1132.) 

(j)  Standard:  Notification  of  changes 
in  patient  status.  The  facility  has  appro¬ 
priate  written  policies  and  procedures 
relating  to  notification  of  the  patient’s 


attending  physician  and  other  responsi¬ 
ble  persons  in  the  event  of  an  accident 
Involving  the  patient,  or  other  significant 
change  in  the  patient’s  physical,  mental, 
or  emotional  status,  or  patioit  charges, 
billings,  and  related  administrative 
matters.  Except  in  a  medical  emergency, 
a  patient  is  not  transferred  or  dis¬ 
charged,  nor  is  treatment  altered  radi¬ 
cally,  without  consultation  with  the  pa¬ 
tient  or,  if  he  is  incompetent,  without 
prior  notification  of  next  of  kin  or  spon¬ 
sor. 

§  405.1122  Condition  of  participation — 
patient  care  policies. 

The  skilled  nursing  facility  has  written 
policies  to  govern  the  continuing  skilled 
nursing  care  and  related  medical  or 
other  services  provided. 

(a)  Standard:  Development  and  re¬ 
view  of  patient  care  policies.  The  facility 
has  policies,  which  are  developed  with 
the  advice  of  (and  with  provision  for  re¬ 
view  of  such  policies  from  time  to  time, 
but  at  least  annmdly,  by)  .a  grotq)  of 
professional  personnel  including  one  or 
more  physicians  and  one  or  more  regis¬ 
tered  ntirses,  to  govern  the  skilled  nurs¬ 
ing  care  and  related  medical  or  other 
services  it  provides.  The  policies,  which 
are  available  to  admitting  physicians, 
sponsoring  agencies,  patients,  and  the 
public,  reflect  awareness  of,  and  provi¬ 
sion  for,  meeting  the  total  medical  and 
psychosocial  needs  of  patients,  incliiding 
admission,  transfer,  and  discharge  plan¬ 
ning;  and  the  range  of  services  available 
to  patients,  including  frequency  of  physi¬ 
cian  visits  by  each  category  of  patients 
admitted.  ’These  cK)licies  also  include 
provisions  to  protect  patients’  personsd 
and  property  rights.  Medical  records  and 
minutes  (ff  staff  and  cmnmittee  meetings 
reflect  that  patient  care  is  being 
rendered  in  accordance  with  the  written 
patient  care  policies,  and  that  utilization 
review  cmnmittee  recommendations  re¬ 
garding  tiie  policies  are  reviewed  and 
necessary  steps  takoi  to  ensure  compli¬ 
ance. 

(b)  Standard:  Execution  of  patient 
care  policies.  The  facility  has  a  physi¬ 
cian,  a  registered  nurse,  or  a  medical 
staff,  designated  in  writing,  to  be  respon¬ 
sible  for  the  execution  of  such  policies. 
If  the  responsibility  for  day-to-day  exe¬ 
cution  of  patient  care  policies  has  been 
delegated  to  a  register^  nurse,  the  fa¬ 
cility  makes  available  an  advisory  physi¬ 
cian  from  whom  she  receives  medical 
guidance. 

§  405.1123  Condition  of  participation- 
physician  services. 

Patients  in  need  of  skilled  nursing  or 
rehabilitative  care  are  admitted  to  the 
facility  only  upon  the  recommendatlcm 
of,  and  remain  under  the  care  of,  a  physi¬ 
cian.  To  the  extent  feasible,  each  patient 
or  his  sponsor  designates  a  personal 
physician. 

(a)  Standard:  Medical  findings  and 
physicians’  orders  at  time  of  admission. 
There  is  made  available  to  the  facility, 
prior  to  or  at  the  time  of  admission, 
patient  Information  which  includes  cur¬ 
rent  medical  findings,  diagnoses,  and 
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orders  from  a  physician  for  immediate 
care  of  the  patient.  Information  about 
the  rehabilitation  potential  of  the  patient 
and  a  summary  of  prior  treatment  are 
made  available  to  the  facility  at  the  time 
of  admission  or  within  48  hours  there¬ 
after. 

(b)  Standard:  Patient  supervision  by 
physician.  The  facility  has  a  policy  that 
the  health  care  of  every  patient  must  be 
imder  the  supervision  of  a  physician  who, 
based  on  a  medical  evaluation  of  the 
patient’s  Immediate  and  long-term  needs, 
prescribes  a  planned  regimen  of  total 
p>atient  care.  Each  attending  physician 
is  required  to  make  arrangements  for  the 
medical  care  of  his  patients  in  his  ab¬ 
sence.  The  medical  evlauaticm  of  the 
patient  is  based  on  a  physical  examina¬ 
tion  done  within  48  hours  of  admission 
unless  such  examination  was  performed 
within  5  days  prior  to  admission.  The 
patient  is  seen  by  his  attending  physician 
at  least  once  every  30  days  for  the  first 
90  days  following  admission.  The  pa¬ 
tient’s  total  program  of  care  (including 
medications  and  treatments)  is  reviewed 
during  a  visit  by  the  attending  c^yslcian 
at  least  once  every  30  days  for  the  first 
90  days,  and  revised  as  necessary.  A 
progress  note  is  written  and  signed  by 
the  physician  at  the  time  of  each  visit, 
and  he  signs  all  his  orders.  Subsequent 
to  the  90th  day  following  admission,  an 
alternate  schedule  for  physician  visits 
may  be  adopted  where  the  attending 
physician  determines  and  so  jmtifies  in 
the  patient’s  medical  record  that  the 
patient’s  condition  does  not  necessitate 
visits  at  30 -day  intervals.  Hiis  alternate 
schedule  does  not  apply  for  p>atients  who 
require  specialized  rehabilitative  services, 
in  which  case  the  review  must  be  in  ac¬ 
cordance  with  S  405.1126(b).  At  no  time 
may  the  alternate  schedule  exceed  60 
days  between  visits.  If  the  physician  de¬ 
cides  upxm  an  alternate  schedule  of  visits 
of  more  than  30  days  for  a  p>atient,  (1) 
in  the  case  of  a  Medicaid  benefits  recip¬ 
ient,  the  facility  notifies  the  State  Medic¬ 
aid  agency  of  the  change  in  schedule, 
including  justification,  and  (2)  the  utili¬ 
zation  review  ownmittee  or  the  medical 
review  team  (see  S  405.1121(d) )  promptly 
reevaluates  the  patient’s  need  for 
monthly  physician  visits  as  well  as  his 
continued  need  for  skilled  nursing  facil¬ 
ity  services  (see  §  405.1137(d) ).  If  the 
utilization  review  committee  or  the  med¬ 
ical  review  team  does  not  concur  in  the 
schedule  of  visits  at  intervals  of  more 
than  30  days,  the  alternate  schedule  is 
not  acceptable. 

(c)  Standard:  Availability  of  physi¬ 
cians  for  emergency  patient  care.  The 
facility  has  written  procedures,  avail¬ 
able  at  each  mu'ses  station,  that  pro¬ 
vide  for  having  a  physician  available 
to  fvumish  necessary  medical  care  in 
case  of  emergency. 

§  405.1124  Condition  of  participation — 
nursing  services. 

The  skilled  nursing  facility  provides 
24 -hour  service  by  licensed  nurses,  in¬ 
cluding  the  services  of  a  registered  nurse 
at  least  during  the  day  tour  of  duty  5 
days  a  week.  There  is  an  organized  nurs¬ 


ing  service  with  a  sufficient  number  of 
qualified  nursing  ptersonnel  to  meet  the 
total  nursing  needs  of  all  p)atients. 

(a)  Standard:  Director  of  nursing  serv¬ 
ices.  The  director  of  nursing  services  is  a 
qualified  registered  nurse  employed  full¬ 
time  who  has,  in  writing,  administrative 
authority,  respx>nsibility,  and  account¬ 
ability  for  the  functions,  activities,  and 
training  of  the  muring  services  staff,  and 
serves  only  one  facility  in  this  cap>aCity. 
If  the  director  of  nursing  services  has 
other  instituticKial  respx>nsibilities,  a 
qualified  registered  nurse  serves  as  her 
assistant  so  that  there  is  the  equivalent 
of  a  full-time  director  of  nursing  services 
on  duty.  The  director  of  nursing  services 
is  respxmsible  for  the  development  and 
maintenance  of  nursing  service  objec¬ 
tives,  standards  of  nursing  practice,  nurs¬ 
ing  p>olicy  and  procedure  manuals,  writ¬ 
ten  job  descriptions  for  each  level  of 
niirsing  p>ers<Hinel,  scheduling  of  daily 
roiuids  to  see  all  patients,  methods  for 
coordination  of  nursing  services  with 
other  p>atient  services,  for  recommending 
the  number  and  levels  of  nursing  pierson- 
nel  to  be  employed,  and  nursing  staff 
development  (see  §  405.1121(h) ). 

(b)  Standard:  Charge  nurse.  A  reg¬ 
istered  nurse,  or  a  qualified  licensed  prac¬ 
tical  (vocational)  nurse,  is  designated  as 
cha^e  nurse  by  the  director  of  nursing 
services  for  each  tour  of  duty,  and  is 
respx>nsible  for  supjervision  of  the  total 
nursing  activities  in  the  facility  during 
each  tour  of  duty.  The  director  of  nursing 
services  does  not  serve  as  charge  nurse 
in  a  facility  with  an  average  daily  total 
occupancy  of  60  or  more  piatients.  ’Ilie 
charge  nurse  delegates  resix)nsibility  to 
nursing  personnel  for  the  direct  nursing 
care  of  sp>ecific  patients  during  each  tour 
of  duty,  on  the  basis  of  staff  qualifica¬ 
tions,  size  and  physical  layout  of  the 
facility,  characteristics  of  the  patient 
load,  and  the  emotional,  social,  and  nurs¬ 
ing  care  needs  of  patients. 

(c)  Standard:  Twenty-four-hour  nurs¬ 
ing  service.  The  facility  provides  24-hour 
nursing  service  which  is  sufficient  to  meet 
nursing  needs  in  accordance  with  the 
policies  develop>ed  as  provided  in 
§  405.1122(a)  on  patient  care  policies. 
The  policies  ensure  that  each  patient  re¬ 
ceives  treatments,  medications,  and  diet 
as  prescribed,  and  rehabilitative  niursing 
care  as  needed;  receives  proper  care  to 
prevent  decubitus  ulcers  and  deformities, 
and  Is  kept  comfortable,  clean,  well- 
groomed,  and  protected  from  accident, 
injury,  and  infecticai;  and  encouraged, 
assisted,  and  trained  in  self-care  and 
group  activities.  Nursing  personnel,  in¬ 
cluding  at  least  one  registered  niu^  on 
the  day  tour  of  duty  5  days  a  week,  li¬ 
censed  practical  (vocational)  nurses, 
nurse  aides,  orderlies,  and  ward  clerks,, 
are  assigned  duties  consistent  with  their 
education  and  experience,  and  based  on 
the  characteristic  of  the  patient  load 
and  the  kinds  of  nursing  skills  needed  to 
provide  care  to  the  patients.  Weekly  time 
schedules  are  maintained  and  indicate 
the  number  and  classification  of  nursing 
personnel,  including  relief  personnel,  who 
worked  on  each  unit  for  each  tour  of 
duty. 


(d)  Standard:  Patient  care  plan.  In 
coordination  with  the  other  patient  care 
services  to  be  provided,  a  written  patient 
care  plan  for  each  patient  is  developed 
and  maintained  by  the  musing  service 
consonant  with  the  attending  physician’s 
plan  of  medical  care,  and  is  implemented 
upon  admission.  The  plan  Indicates  care 
to  be  given  and  goals  to  be  accomplished 
and  which  professional  service  is  respon¬ 
sible  for  each  element  of  care.  The  pa¬ 
tient  care  plan  is  reviewed,  evaluated,' 
and  updated  as  necessary  by  all  profes¬ 
sional  personnel  involved  in  the  care  of 
the  patient. 

(e)  Standard:  Rehabilitative  nursing 
care.  Nursing  personnel  are  trained  in 
rehabilitative  nursing,  and  the  facility 
has  an  active  program  of  rehabilitative 
nursing  care  which  is  an  integral  part  of 
nursing  service  and  is  directed  toward 
assisting  each  patient  to  achieve  and 
maintain  an  optimal  level  of  self-care 
and  ind^>endence.  Rehabilitative  nurs¬ 
ing  care  services  are  performed  daily  for 
those  patients  who  require  such  service, 
and  are  recorded  routinely. 

(f)  Standard:  Supervision  of  patient 
nutrition.  Nursing  personnel  are  aware  of 
the  nutritional  needs  and  food  and  fiuid 
intake  of  patients  and  assist  promptly 
where  necessary  in  the  feeding  of  pa¬ 
tients.  A  procediue  is  established  to  in¬ 
form  the  dietetic  service  of  physicians’ 
diet  orders  and  of  patients’  dietetic  prob¬ 
lems.  Food  and  fiuid  intake  of  patients 
is  observed,  and  deviations  from  normal 
are  recorded  and  reported  to  the  charge 
nmse  and  the  physician. 

(g)  Standard:  Administration  of 
drugs.  Drugs  are  administered  in  com¬ 
pliance  with  State  and  local  laws.  Proce¬ 
dures  are  established  by  the  pharmaceu¬ 
tical  services  cmnmittee  (see  S  405.1127 

(d) )  to  ensure  that  drugs  are  checked 
against  physicians’  orders,  that  the  pa¬ 
tient  is  identified  prior  to  administration 
of  a  drug,  and  that  each  patient  has  an 
individual  medication  record  and  that 
the  dose  of  drug  administered  to  that 
patient  is  properly  recorded  therein  by 
the  person  who  administers  the  drug. 
Drugs  and  biologicals  are  administered 
as  soon  as  possible  after  doses  are  pre¬ 
pared,  and  are  administered  by  the  same 
person  who  prepared  the  doses  for  ad¬ 
ministration,  except  under  single  imit 
dose  package  distribution  systems.  (See 
§  405.1101(h).) 

(h)  Standard:  Conformance  with  phy¬ 
sicians’  drug  orders.  Drugs  are  adminis¬ 
tered  in  accordance  with  written  orders 
of  the  attending  physician.  Drugs  not 
specifically  limited  as  to  time  or  number 
of  doses  when  ordered  are  controlled  by 
automatic  stop  orders  or  other  methods 
in  accordance  with  written  policies. 
Physicians’  verbal  orders  for  dnigs  are 
given  only  to  a  licensed  nurse,  pharma¬ 
cist,  or  physician  and  are  immediately 
recorded  and  signed  by  the  person  re¬ 
ceiving  the  order.  (Verbal  orders  for 
Schedule  n  drugs  are  permitted  only  in 
the  case  of  a  bona  fide  emergency  situa¬ 
tion.)  Such  orders  are  countersigned  by 
the  attending  physician  within  48  hours. 
The  attending  physician  is  notified  of  an 
automatic  stop  order  prior  to  the  last 
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dose  so  that  he  may  decide  if  the  ad¬ 
ministration  oi  the  drug  or  biological  is 
to  be  continued  or  altered. 

(i)  Standard:  Storage  of  drugs  and 
biologicais.  Proceduree  for  storing  and 
disposing  of  drugs  and  biologicais  are 
established  by  the  pharmaceutical  serv¬ 
ices  committ^.  In  accordance  with  State 
and  Federal  laws,  all  drugs  and  biologi- 
cals,  are  stored  in  locked  compartments 
under  proper  temperature  controls  and 
only  authorized  personnel  have  access 
to  the  keys.  Separately  locked,  perma¬ 
nently  affixed  compartments  are  pro¬ 
vided  for  storage  of  controlled  dnigs 
listed  in  Schedule  II  of  the  Comprehen¬ 
sive  Drug  Abuse  Prevention  &  Control 
Act  of  1970  and  other  drugs  subject  to 
abuse,  except  under  single  unit  package 
drug  distribution  systems  in  which  the 
quantity  stored  is  minimal  and  a  missing 
dose  can  be  readily  detected.  An  emer¬ 
gency  medication  kit  approved  by  the 
pharmaceutical  services  committee  is 
kept  readily  available. 

§  405.1125  Condition  of  participation — 
dietetic  services. 

The  skilled  nursing  facility  provides  a 
hygienic  dietetic  service  that  meets  the 
daily  nutritional  needs  of  patients,  en¬ 
sures  that  special  dietary  needs  are  met, 
and  provides  palatable  and  attractive 
meals.  A  facility  that  has  a  contract  with 
an  outside  food  management  company 
may  be  found  to  be  in  compliance  with 
this  condition  provided  the  facility  and/ 
or  cmnpany  meets  the  standards  listed 
herein. 

(a)  Sfandord;  Sfo^ng.  Overall  super¬ 
visory  responsibility  for  the  dietetic  serv¬ 
ice  is  assigned  to  a  full-time  qualified 
dietetic  service  supervisor.  If  the  dietetic 
service  supervisor  is  not  a  qualified  dieti¬ 
tian  he  functions  with  frequent,  regularly 
scheduled  consultation  from  a  person  so 
qualified.  (See  9  405.1121(1).)  In  addi¬ 
tion,  the  facility  employs  sufficient  sup¬ 
portive  personnel  competent  to  carry  out 
the  functions  of  the  dietetic  service.  Food 
service  F>ersonnel  are  on  duty  daily  over 
a  period  of  12  or  more  hours.  If  consult¬ 
ant  dietetic  services  are  used,  the  con¬ 
sultant’s  visits  are  at  appropriate  times, 
and  of  sufficient  duration  and  frequency 
to  provide  continuing  liaison  with  medi¬ 
cal  and  nursing  staffs,  advice  to  the  ad¬ 
ministrator,  patient  coimseling,  guidance 
to  the  supervisor  and  staff  of  the  dietetic 
service,  approval  of  sdl  menus,  and  par¬ 
ticipation  in  development  or  revision  of 
dietetic  policies  and  procedures  and  in 
planning  and  craiducting  Inservice  edu¬ 
cation  programs  (see  §  405.1121(h) ) . 

(b)  Standard:  Mentis  and  nutritional 
adequacy.  Menus  are  planned  and  fol¬ 
lowed  to  meet  nutritional  needs  of  pa¬ 
tients  in  accordance  with  physicians’ 
orders  and,  to  the  extent  medically  pos¬ 
sible,  in  accordance  with  the  recom¬ 
mended  dietary  allowances  of  the  Food 
and  Nutrition  Board  of  the  National 
Research  Council  National  Academy  of 
Sciences. 

•  (c)  Standard:  Therapeutic  diets. 
Therapeutic  diets  are  prescribed  by  the 
attending  physician.  Therapeutic  menus 
are  planned  in  writing,  and  prepared 
and  served  as  ordered,  with  supervision 


or  consultation  from  the  dietitian  and 
advice  from  the  physician  whenever  nec¬ 
essary.  A  current  therapeutic  diet  man¬ 
ual  approved  by  the  dietition  is  readily 
available  to  attending  physicians  and 
nursing  and  dietetic  service  personnel. 

(d)  Standard:  Frequency  of  meals.  At 
least  three  meals  or  their  equivalent  are 
served  daily,  at  regular  hours,  with  not 
more  than  a  14-hour  span  between  sub¬ 
stantial  evening  meal  and  breakfast.  To 
the  extent  medically  possible,  bedtime 
nourishments  are  offered  routinely  to  all 
patients. 

(e)  Standard:  Preparation  and  service 
of  food.  Foods  are  prepared  by  methods 
that  conserve  nutritive  value,  flavor,  and 
appearance,  and  are  attractively  served 
at  the  proper  temperatures  and  in  a  form 
to  meet  individual  needs.  If  a  patient  re¬ 
fuses  food  served,  appropriate  substitutes 
of  similar  nutritive  value  are  offered. 

(f)  Standard:  Hygiene  of  staff.  Die¬ 
tetic  service  personnel  are  free  of  com¬ 
municable  diseases  and  practice  hygienic 
food-handling  techniques.  In  the  event 
food  service  employees  are  assigned 
duties  outside  the  dietetic  service,  these 
duties  do  not  interfere  with  the  sanita¬ 
tion,  safety,  or  time  required  for  dietetic 
work  assignments.  (See  9  405.1121(g).) 

(g)  Standard:  Sanitary  conditions. 
Food  is  procured  from  sources  approved 
or  considered  satisfactory  by  Federal, 
State,  or  local  authorities,  and  stored, 
prepared,  distributed,  and  served  imder 
sanitary  conditions.  Waste  is  disposed  of 
properly.  Written  reports  of  inspections 
by  State  and  local  health  authorities  are 
on  file  at  the  facility,  with  notation  made 
of  action  taken  by  the  facility  to  comply 
with  any  recommendations. 

§  405.1126  Condition  of  participation — 
specialized  rehabilitative  services. 

In  addition  to  rehabilitative  nursing 
(9  405.1124(e) ) ,  the  skilled  nursing  facu¬ 
lty  provides,  or  arranges  for,  imder  writ¬ 
ten  agreement,  specialized  rehabilitative 
services  by  qualified  personnel  (l.e.,  phys¬ 
ical  therapy,  speech  pathology  and  au¬ 
diology,  and  occupational  therapy)  as 
needed  by  patients  to  improve  and  main¬ 
tain  functioning.  ’These  services  are  pro¬ 
vided  upon  the  written  order  of  the 
patient’s  attending  physician.  Safe  and 
adequate  space  and  equipment  are  avail¬ 
able,  commensurate  with  the  services 
offered.  If  the  facility  does  not  offer  such 
services  directly,  it  does  not  admit  nor 
retain  patients  in  need  of  this  care  unless 
provision  is  made  for  such  services  under 
arrangement  with  qualified  outside  re¬ 
sources  under  which  the  facility  assumes 
professional  and  financial  responsibil¬ 
ities  for  the  services  rendered.  (See 
9  405.1121(1) .) 

(a)  Standard:  Organization  and  staff¬ 
ing.  Specialized  rehabilitative  services  are 
provided,  in  accordance  with  accepted 
professional  practices,  by  qualified  thera¬ 
pists  or  by  qualified  assistants  or  other 
supportive  personnel  under  the  super¬ 
vision  of  qualified  therapists.  Written 
administrative  and  patient  care  policies 
and  procedures  are  developed  for  reha¬ 
bilitative  services  by  appropriate  thera¬ 
pists  and  representatives  of  the  medical, 
administrative,  and  nursing  staffs. 


(b)  Standard:  Plan  of  care.  Rehabili¬ 
tative  services  are  provided  under  a  writ¬ 
ten  plan  of  care,  initiated  by  the  attend¬ 
ing  physician  and  developed  in  consul- 
taticm  with  appropriate  therapist(s)  and 
the  nursing  service.  Therapy  is  provided 
only  upon  written  orders  of  the  attending 
physician.  A  report  of  the  patiKit’s  prog¬ 
ress  is  communicated  to  the  attending 
physician  within  2  weeks  of  the  initiation 
of  specialized  rehabilitative  services.  The 
patient’s  progress  is  thereafter  reviewed 
regularly,  and  the  plan  of  rehabilitative 
care  is  reevaluated  as  necessary,  but  at 
least  every  30  days,  by  the  physician  and 
the  therapist(s) . 

(c)  Standard:  Documentation  of  serv¬ 
ices.  The  physician’s  orders,  the  plan  of 
rehabilitative  care,  services  rendered, 
evaluations  of  progress,  and  other  perti¬ 
nent  information  are  recorded  in  the  pa¬ 
tient’s  medical  record,  and  are  dated  and 
signed  by  the  physician  ordering  the 
service  and  the  person  who  provided  the 
service. 

(d)  Standard:  Qualifying  to  provide 
outpatient  physical  therapy  services.  If 
the  facility  provides  outpatient  physical 
therapy  services,  it  meets  the  applicable 
health  and  safety  regulaticms  pertaining 
to  such  services  as  are  included  in  Sub¬ 
part  Q  of  this  i>art.  (See  99  405.1719; 
405.1720;  405.1722  (a)  and  (b)  (1),  (2), 
(3)(i),  (4),  (5),  (6),  (7),  and  (8);  and 
405.1725.) 

§  405.1127  Condition  of  participation — 
pharmaceutical  services. 

The  skilled  nursing  facility  provides 
appropriate  methods  and  procedures  for 
the  dispensing  and  administering  of 
drugs  and  biologicais.  Whether  drugs  and 
biologicais  are  obtained  from  community 
or  institutional  pharmacists  or  stocked 
by  the  facility,  the  facility  is  resptmsible 
for  providing  such  drugs  and  biologicais 
for  its  patients,  instrfar  as  they  are  cov¬ 
ered  under  the  programs,  and  for  ensur¬ 
ing  that  pharmaceutical  services  are  pro¬ 
vided  in  accordance  with  accepted 
professional  principles  and  appropriate 
Federal,  State,  and  local  laws.  (See 
9  405.1124  (g),  (h),  and  (D.) 

(a)  Standard:  Supervision  of  services. 
The  pharmaceutical  services  are  under 
the  general  supervision  of  a  qualified' 
pharmacist  who  is  responsive  to  the 
administrative  staff  for  developing,  co- 
ordinathig,  and  supervising  all  pharma¬ 
ceutical  seiwices.  ’Ihe  pharmacist  (if  not 
a  full-time  employee)  devotes  a  sufficient 
number  of  hours,  based  upon  the  needs 
of  the  facility,  during  regularly  sched¬ 
uled  visits  to  carry  out  these  respon¬ 
sibilities.  ’The  pharmacist  reviews  the 
drug  regimen  of  each  pati^t  at  least 
mcHithly,  and  reports  any  irregularities 
to  the  medical  director  and  administra¬ 
tor.  The  pharmacists  submits  a  written 
report  at  least  quarterly  to  the  pharma¬ 
ceutical  services  ccunmittee  on  the  status 
of  the  facility’s  pharmaceutical  service 
and  staff  performance. 

(b)  Standard:  Control  and  account¬ 
ability.  'The  pharmaceutical  service  has 
procedures  for  control  and  accountabil¬ 
ity  of  all  drugs  and  biologicais  through¬ 
out  the  facility.  Only  approved  drugs  and 
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biologicals  are  used  In  the  facility,  and 
are  dispoised  in  compliance  with  Federal 
and  State  laws.  Records  of  receipt  and 
disposition  of  all  CMitrolled  drugs  are 
maintained  in  sufficient  detail  to  liable 
an  accurate  reconciliation.  The  pharma¬ 
cist  determines  that  drug  records  are  in 
order  and  that  an  account  of  all  con¬ 
trolled  drugs  is  maintained  and  reccm- 
ciled. 

(c)  Standard:  Labeling  of  drugs  and 
biologicals.  The  labeling  of  drugs  and 
biologicals  is  based  mi  currently  accepted 
professional  principles,  and  includes  the 
appropriate  accessory  and  cautionary  in¬ 
structions,  as  well  as  the  expiratiMi  date 
when  applicable. 

(d)  Standard:  Pharmaceutical  serv¬ 
ices  committee.  A  pharmaceutical  serv¬ 
ices  committee  (or  its  equivalent)  de¬ 
velops  written  policies  and  procedures 
for  safe  and  effective  drug  therapy,  dis¬ 
tribution,  control,  and  use.  The  com¬ 
mittee  is  comprised  of  at  least  the  phar¬ 
macist,  the  director  of  nursing  services, 
the  administrator,  and  one  physician. 
The  committee  oversees  pharmaceutical 
service  in  the  facility,  makes  recommen¬ 
dations  for  improvement,  and  monitors 
the  service  to  ensure  its  accuracy  and 
adequacy.  The  committee  meets  at  least 
quarterly  and  documents  its  activities, 
findings,  and  recommendations. 

§405.1128  Condition  of  participation — 
laboratory  and  radiologic  services. 

*  The  skilled  nursing  facility  has  provi¬ 
sion  for  prMnptly  obtaining  required 
laboratory.  X-ray,  and  other  diagnostic 
services. 

(a)  Standard:  Provision  for  services. 
If  the  facility  provides  its  own  laboratory 
and  X-ray  services,  these  meet  the  ap¬ 
plicable  conditions  established  for  cer¬ 
tification  of  hospitals  that  are  contained 
in  5§  405.1028  and  405.1029,  respectively. 
If  the  facility  itself  does  not  provide 
such  services,  arrangements  are  made  for 
obtaining  these  services  from  a  physi¬ 
cian’s  office,  a  participating  hospital  or 
skilled  nursing  facility,  or  a  portable 
X-ray  supplier  or  independent  laboratory 
which  is  approved  to  provide  these  serv¬ 
ices  under  the  program.  All  such  services 
are  provided  only  on  the  orders  of  the 
attending  physician,  who  is  notified 
promptly  of  the  findings.  The  facility 
assists  the  patient,  if  necessary,  in  ar¬ 
ranging  for  transportation  to  and  frMn 
the  source  of  service.  Signed  and  dated 
reports  of  a  clinical  laboratory,  X-ray, 
and  other  diagnostic  services  are  filed 
with  the  i>atient’s  medical  record. 

(b)  Standard:  Blood  and  blood  prod¬ 
ucts.  Blood  handling  and  storage  facili¬ 
ties  are  safe,  adequate,  and  properly 
supervised.  If  the  facility  provides  for 
maintaining  and  transfusing  blood  and 
blood  products,  it  meets  the  conditions 
established  for  certification  of  hospitals 
that  are  contained  in  !  405.1028  (j). 
If  the  facility  does  not  provide  its  own 
facilities  but  does  provide  transfusion 
services  alone,  it  meets  at  least  the  re¬ 
quirements  of  5  405.1028(j)  (1),  (3),  (4), 
(6),  and  (9). 
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§  405.1129  Condition  of  participation — 
dental  services. 

The  skilled  nursing  facility  has  satis¬ 
factory  arrangements  to  assist  patients 
to  obtain  routine  and  emergency  dental 
care  (See  §  405.1121(1).)  (The  basic  Hos¬ 
pital  Insmance  Program  does  not  cover 
the  services  of  a  dentist  in  a  skilled  nurs¬ 
ing  facility  in  connection  with  the  care, 
treatment,  filling,  removal,  or  replace¬ 
ment  of  teeth  or  structures  supporting 
the  teeth;  and  only  certain  oral  surgery 
is  included  in  the  Supplemental  Medical 
Insurance  Program.) 

(a)  Standard:  Advisory  dentist.  An 
advisory  dentist  participates  in  the  staff 
development  program  for  nursing  and 
other  appropriate  personnel  (see  §  405.- 
1121(h) ),  and  recommends  oral  hygiene 
policies  and  practices  for  the  care  of 
patients. 

(b)  Standard:  Arrangements  for  out¬ 
side  services.  The  facility  has  a  coopera¬ 
tive  agreement  with  a  dental  service,  and 
maintains  a  list  of  dentists  in  the  com¬ 
munity  for  patients  who  do  not  have  a 
private  dentist.  The  facility  assists  the 
patient,  if  necessary,  in  arranging  for 
transportation  to  and  from  the  dentist’s 
office. 

§  405.1130  Condition  of  participation — 
social  services. 

’The  skilled  nursing  facility  has  satis¬ 
factory  arrangements  for  identifying  the 
medically  related  social  and  emotional 
needs  of  the  patient.  It  is  not  mandatory 
that  the  skilled  nursing  facility  itself 
provide  social  services  in  order  to  par¬ 
ticipate  in  the  program.  If  the  facUity 
does  not  provide  social  services,  it  has 
written  procedures  for  referring  patients 
in  need  of  social  services  to  appropriate 
social  agencies.  If  social  services  are  of¬ 
fered  by  the  facility,  they  are  provided 
imder  a  clearly  defined  plan,  by  qualified 
persons,  to  assist  each  patient  to  adjust 
to  the  social  and  emotional  aspects  of 
his  illness,  treatment,  and  stay  in  the 
facility. 

(a)  Standard:  Social  service  functions. 
’The  medically  related  social  and  emo¬ 
tional  needs  of  the  patient  are  identified 
and  services  provided  to  meet  them, 
either  by  qualified  staff  of  the  facility,  or 
by  referral,  based  on  established  proce¬ 
dures.  to  appropriate  social  agencies.  If 
financial  assistance  is  Indicated,  ar¬ 
rangements  are  made  promptly  for  re¬ 
ferral  to  an  appropriate  agency.  ’The 
patient  and  his  family  or  responsible 
person  are  fully  inform^  of  the  patient’s 
personal  and  property  rights. 

(b)  Standard:  Staffing,  If  the  facility 
offers  social  services,  a  member  of  the 
staff  of  the  facility  is  designated  as  re¬ 
sponsible  for  social  services.  If  the  desig¬ 
nated  person  is  not  a  qualified  social 
worker,  the  facility  has  a  written  agree¬ 
ment  with  a  quaked  social  worker  or 
recognized  social  agency  for  consultation 
and  assistance  on  a  regularly  scheduled 
basis.  (See  §405.1121(1).)  ’The  social 
service  also  has  sufficient  supportive  per¬ 
sonnel  to  meet  patient  needs.  Facilities 
are  adequate  for  social  service  personnel, 


easily  accessible  to  patients  and  medical 
and  other  staff,  and  ensure  privacy  for 
interviews. 

(c)  Standard:  Records  and  confiden¬ 
tiality  of  social  data.  Records  of  perti¬ 
nent  social  data  about  personal  and  fam¬ 
ily  problems  medically  related  to  the  pa¬ 
tient’s  illness  and  care,  and  of  action 
taken  to  meet  his  needs,  are  maintained 
in  the  patient’s  medical  record.  If  social 
services  are  provided  by  an  outside  re¬ 
source,  a  record  is  maintained  of  each 
referral  to  such  resource.  Policies  and 
procedures  are  established  for  ensuring 
the  confidentiality  of  all  pmtients’  social 
information. 

§  405.1131  Condition  of  participation — 
patient  activities. 

The  skilled  nursing  facility  provides 
for  an  activities  program,  appropriate  to 
the  needs  and  interests  of  each  patient,  to 
encourage  self  care,  resumption  of  nor¬ 
mal  activities,  and  maintenance  of  an 
optimal  level  of  psychosocial  functioning. 

(a)  Standard:  Responsibility  for  pa¬ 
tient  activities.  A  member  of  the  facility’s 
staff  is  designated  as  responsible  for  the 
piatient  activities  program.  If  he  is  not  a 
qualified  patient  activities  coordinator, 
he  functions  with  frequent,  regularly 
scheduled  consultation  from  a  porson  so 
qualified.  (See  §  405.1121  (i).) 

(b)  Standard:  Patient  activities  pro¬ 
gram.  Provision  is  made  for  an  ongoing 
program  of  meaningful  activities  appro¬ 
priate  to  the  needs  and  interests  of 
patients,  designed  to  promote  oppor- 
timities  for  engaging  in  normal  pursuits, 
including  religious  activities  of  their 
choice,  if  any.  Each  piatient’s  activities 
program  is  approved  by  the  pjatient’s  at¬ 
tending  physician  as  not  in  oonfiict  with 
the  treatment  plan.  ’The  activities  are 
designed  to  promote  the  physical,  social, 
and  mental  well-being  of  the  p>atients. 
’The  facility  makes  available  adequate 
spiace  and  a  variety  of  supplies  and 
equipment  to  satisfy  the  individual  in¬ 
terests  of  paatients  (see  §  405.1134(g) ) . 

§  405.1132  Condition  of  participation — 
medical  records. 

’The  facility  maintains  clinical  (medi¬ 
cal)  records  on  all  patients  in  accord¬ 
ance  with  accepted  professional  stand¬ 
ards  and  practices.  ’The  medical  record 
service  has  sufficient  staff,  facilities,  and 
equipment  to  provide  medical  records 
that  are  cMnpletely  and  accurately  docu¬ 
mented,  readily  accessible,  and  system¬ 
atically  organized  to  facilitate  retrieving 
and  compiling  information. 

(a)  Standard:  Staffing.  Overall  sup)er- 
visory  respionsibility  for  the  medical  rec¬ 
ord  service  is  assigned  to  a  full-time 
employee  of  the  facility.  ’The  facility  also 
employs  sufficient  suppx>rtive  p>ersonnel 
comp>etent  to  carry  out  the  functions  of 
the  medical  record  service.  If  the  medi¬ 
cal  record  supjervisor  Is  not  a  qualified 
medical  record  practitioner,  this  pjer- 
son  functions  with  consultation  from  a 
pierson  so  qualified.  (See  §405.1121(1).) 

(b)  Standard:  Protection  of  medical 
record  information.  The  facility  safe¬ 
guards  medical  record  information 
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against  loss,  destruction,  or  imauthorized 
use. 

(c)  Standard:  Content.  The  medical 
record  contains  sufficient  information  to 
identify  the  patient  clearly,  to  justify  the 
diagnosis  and  treatment,  and  to  docu¬ 
ment  the  results  accurately.  All  medical 
records  contain  the  following  general 
categories  of  data;  Documented  evidence 
of  assessment  of  the  needs  of  the  patient, 
of  establishment  of  an  appropriate  plan 
of  treatment,  and  of  the  care  and  services 
provided;  authentication  of  hospital 
diagnoses  (discharge  summary,  report 
from  patient’s  attending  physician,  or 
transfer  form),  identification  data  and 
consent  forms,  medical  and  musing  his¬ 
tory  of  patient,  report  of  physical  exami¬ 
nation's),  diagnostic  and  therapeutic 
orders,  observations  and  progress  notes, 
reports  of  treatments  and  clinical  find¬ 
ings,  and  discharge  summary  including 
final  diagnosis  and  prognosis. 

(d)  Standard:  Physician  documenta¬ 
tion.  Only  physicians  enter  or  authenti¬ 
cate  in  medical  records  opinions  that  re¬ 
quire  medical  judgment  (in  accordance 
with  medical  staff  bylaws,  rules,  and 
regulations,  if  applicable).  Each  physi¬ 
cian  signs  his  entries  into  the  medical 
record. 

(e)  Standard:  Completion  of  records 
and  centralization  of  reports.  Chirrent 
medical  records  and  those  of  discharged 
patients  are  completed  promptly.  All 
clinical  information  pertaining  to  a  pa¬ 
tient’s  stay  is  centralized  in  the  patient’s 
medical  record. 

(f)  Standard:  Retention  and  preser¬ 
vation.  Medical  records  are  retained  for 
a  period  of  time  not  less  than  that  deter¬ 
mined  by  the  respective  State  statute, 
the  statute  of  limitations  in  the  State,  or 
5  years  from  the  date  of  discharge  in  the 
absence  of  a  State  statute,  or,  in  the 
case  of  a  minor,  3  years  after  the  patient 
becomes  of  age  imder  State  law. 

(g)  Standard:  Indexes.  Patients’  med¬ 
ical  records  are  indexed  according  to 
name  of  patient  and  final  diagnoses  to 
facilitate  acquisition  of  statistical  medi¬ 
cal  information  and  retrieval  of  records 
for  research  or  administrative  action. 

(h)  Standard:  Location  and  facilities. 
The  facility  maintains  adequate  facili¬ 
ties  and  equipment,  conveniently  located, 
to  provide  efficient  processing  of  medical 
records  (reviewing,  indexing,  filing,  and 
prompt  retrieval). 

§  40S.1133  Condition  of  participation — 
transfer  agreement. 

The  skilled  nursing  facility  has  in 
effect  a  transfer  agreement  with  one  or 
more  hospitals  approved  for  participation 
under  the  programs,  which  provides  the 
basis  for  effective  working  arrangements 
under  which  inpatient  hospital  care  or 
other  hospital  services  are  available 
promptly  to  the  facility’s  patients  when 
needed.  (A  facility  that  has  been  imable 
to  establish  a  transfer  agreement  with 
the  hospital(s)  in  the  community  or 
service  area  after  documented  attempts 
to  do  so  is  considered  to  have  such  an 
agreement  in  effect.) 

(a)  Standard:  Patient  transfer.  A  hos¬ 
pital  and  a  skilled  nursing  facility  shall 


be  considered  to  have  a  transfer  agree¬ 
ment  in  effect  if,  by  reason  of  a  written 
agreement  between  them  or  (in  case  the 
two  institutions  are  under  common  con¬ 
trol)  by  reason  of  a  written  undertaking 
by  the  person  or  body  which  controls 
them,  there  is  reasonable  assurance  that : 

(1)  Transfer  of  patients  will  be  ef¬ 
fected  between  the  hospital  and  the 
skilled  nursing  facility,  ensuring  timely 
admission,  whenever  such  transfer  is 
medically  appropriate  as  determined  by 
the  attending  physician,  and 

(2)  There  will  be  interchange  of  medi¬ 
cal  and  other  information  necessary  or 
useful  in  the  care  and  treatment  of  in¬ 
dividuals  transferred  between  the  insti¬ 
tutions,  or  in  determining  whether  such 
individuals  can  be  adequately  cared  for 
otherwise  than  in  either  of  such  insti¬ 
tutions,  and 

(3)  Seciuity  and  accoimtability  for 
patients’  personal  effects  are  provided  on 
transfer. 

Any  skilled  nursing  facility  which  does 
not  have  such  agreement  in  effect,  but 
which  is  found  by  a  State  agency  (of  the 
State  in  which  such  facility  is  situated) 
with  which  an  agreement  under  sec¬ 
tion  1864  is  in  effect  (or,  in  the  case 
of  a  State  in  which  no  such  agency 
has  an  agreement  under  1864,  by 
the  Secretary)  to  have  attempted  in 
good  faith  to  enter  into  such  an  agree¬ 
ment  with  a  hospital  sufficiently  close  to 
the  facility  to  make  feasible  the  transfer 
between  them  of  patients  and  the  infor¬ 
mation  referred  to  in  paragraph  (a)(2) 
of  this  section,  shall  be  considered  to 
have  such  an  agreement  in  effect  if  and 
for  so  long  as  such  agency  (or  the  Sec¬ 
retary,  as  the  case  may  be)  finds  that  to 
do  so  is  in  the  public  interest  and  essen¬ 
tial  to  ensuring  skilled  nursing  facility 
services  for  persons  in  the  community 
who  are  eligible  for  payments  with  re¬ 
spect  to  such  services  under  the 
programs. 

§  405.1134  Condition  of  participation — 
Physical  environment. 

The  skilled  nursing  facility  Is  con¬ 
structed.  equipped,  and  maintained  to 
protect  the  health  and  safety  of  patients, 
personnel,  and  the  public. 

(a)  Standard:  Life  safety  from  fire. 
The  skilled  nursing  facility  meets  such 
provisions  of  the  Life  Safety  Code  of  the 
National  Fire  Protection  Association 
(21st  Edition,  1967)  as  are  applicable  to 
nursing  homes;  except  that,  in  consider¬ 
ation  of  a  recommendation  by  the  State 
survey  agency,  the  Secretary  may  waive, 
for  such  periods  as  deemed  appropriate, 
specific  provisions  of  such  Code  which, 
if  rigidly  applied,  would  result  in  un¬ 
reasonable  hardship  upon  a  skilled  niurs- 
ing  facility,  but  only  if  such  waiver  will 
not  adversely  affect  the  health  and  safety 
of  the  patients;  and  except  that  the  pro¬ 
visions  of  such  Code  shall  not  apply  in 
any  State  If  the  Secretary  finds,  in  ac¬ 
cordance  with  applicable  provisions  of 
section  1861(j)(13)  of  the  Social  Secu¬ 
rity  Act,  that  in  such  State  there  is  in 
effect  a  fire  and  safety  code,  imposed  by 
State  law,  which  adequately  protects  pa¬ 
tients  in  skilled  nursing  facilities.  Where 


waiver  permits  the  participation  of  an 
existing  facility  of  two  or  more  stories 
which  is  not  of  at  least  2-hour  fire  resis¬ 
tive  construction,  blind,  nonambulatory, 
or  physically  handicapped  patients  are 
not  housed  above  the  street  level  floor 
imless  the  facility  is  of  1-hour  protected 
noncombustible  construction  (as  defined 
in  National  Fire  Protection  Association 
Standard  No.  220),  fully  sprinklered  1- 
hour  protected  ordinaiy  construction,  or 
fully  sprinklered  l-hoiu*  protected  wood- 
frame  construction.  Nonflammable  med¬ 
ical  gas  systems,  such  as  oxygen  and 
nitrous  oxide,  installed  in  the  facility 
comply  with  applicable  provisions  of  Na¬ 
tional  Fire  Protection  Association  Stand¬ 
ard  No.  56B  (Standard  for  the  Use  of  In¬ 
halation  Therapy)  1968  and  National 
Fire  Protection  Association  Standard 
No.  56P  (Nonflammable  Medical  Gas 
Systems)  1970. 

(b)  Standard:  Emergency  power.  'The 
facility  provides  an  emergency  source  of 
electrical  power  necessary  to  protect  the 
health  and  safety  of  patients  in  the  event 
the  normal  electrical  supply  is  inter¬ 
rupted.  The  emergency  electrical  power 
system  miast  supply  power  adequate  at 
least  for  lighting  in  all  means  of  egress; 
equipment  to  maintain  fire  detection, 
alarm,  and  extinguishing  systems;  and 
life  support  systems.  Where  life  support 
systems  are  used,  emergency  electrical 
service  is  provided  by  an  emergency  gen¬ 
erator  located  on  the  premises. 

(c)  Standard:  Facilities  for  physically 
handicapped.  The  facility  is  accessible  to, 
and  functional  for,  patients,  personnel, 
and  the  public.  All  necessary  accommo¬ 
dations  are  made  to  meet  the  needs  of 
persons  with  semiambulatory  disabili¬ 
ties,  sight  and  hearing  disabilities,  dis¬ 
abilities  of  coordination,  as  well  as 
other  disabilities,  in  accordance  with 
the  American  National  Standards  Insti¬ 
tute  (ANSI)  Standard  No.  A117.1,  Amer¬ 
ican  Standard  Specifications  for  Making 
Buildings  and  Facilities  Accessible  to. 
and  Usable  by,  the  Physically  Handi¬ 
capped.  The  Secretary  (or  in  the  case  of 
a  facility  participating  as  a  skilled  nurs¬ 
ing  facility  imder  title  XTX  only,  the 
survey  agency — see  §  249.33(a)  (1)  (i)  of 
this  title)  may  waive  in  existing  build¬ 
ings,  for  such  periods  as  deemed  appro¬ 
priate,  specific  provisions  of  ANSI  Stand¬ 
ard  No.  A117.1  which,  if  rigidly  enforced, 
would  result  in  unreasonable  hardship 
upon  the  facility,  but  only  if  such  waiver 
will  not  adversely  affect  the  health  and 
safety  of  patients. 

(d)  Standard:  Nursing  unit.  Each 
nursing  unit  has  at  least  the  following 
basic  service  areas:  Niuses  station,  stor¬ 
age  and  preparation  area(s)  for  drugs 
and  biologicals,  and  utility  and  storage 
rooms  that  are  adequate  in  size,  con¬ 
veniently  located,  and  well  lighted  to 
facilitate  staff  functioning.  The  nurses 
station  is  equipped  to  register  patients’ 
calls  through  a  commimication  system 
from  patient  areas,  including  patient 
rooms  and  toilet  and  bathing  facilities. 

(e)  Standard:  Patient  rooms  and 
toilet  facilities.  Patient  rooms  are  de¬ 
signed  and  equipped  for  adequate  nurs¬ 
ing  care  and  the  comfort  and  privacy 
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of  patients,  and  have  no  more  than  four 
beds,  except  In  facilities  primarily  for 
the  care  of  the  mentally  ^  and/or  re¬ 
tarded  where  there  shall  be  no  more 
than  12  beds  per  room.  (An  institution 
primarily  engaged  in  the  care  of  the 
mentally  retarded  or  in  the  treatmmt  of 
mental  diseases  cannot  qualify  as  a  par¬ 
ticipating  skilled  nursing  facility  under 
Me^care.)  Single  patient  rooms  measure 
at  least  100  square  feet,  and  multlpatient 
rooms  provide  a  minimum  of  80  square 
feet  per  bed.  The  Secretary  (or  in  the 
case  of  a  facility  participating  as  a  skilled 
nursing  facility  imder  title  XIX  only,  the 
survey  agency — see  §  249.33(a)  (1)  (i)  of 
this  title)  may  permit  variations  in  in¬ 
dividual  cases  where  the  facility  demon¬ 
strates  in  writing  that  such  variations 
are  in  accordance  with  the  particular 
needs  of  the  patients  and  will  not  ad¬ 
versely  affect  their  health  and  safety. 
E^ach  room  is  equipped  with,  or  is  con¬ 
veniently  located  near,  adequate  toilet 
and  bathing  facilities.  Each  room  has 
direct  access  to  a  corridor  and  outside 
exposure,  with  the  floor  at  or  above  grade 
level. 

(f)  Standard:  Facilities  for  special 
care.  Provision  is  made  for  isolating  pa¬ 
tients  as  necessary  in  single  ro<Hns  ven¬ 
tilated  to  the  outside,  with  private  toilet 
and  handwashing  facilities.  Procedures 
in  aseptic  and  isolation  techniques  are 
established  in  writing  and  followed  by  all 
personnel.  Such  areas  are  identified  by 
appropriate  precautionary  signs. 

(g)  Standard:  Dining  and  patient  ac¬ 
tivities  rooms.  The  facility  provides  one 
or  more  clean,  orderly,  and  appropriately 
furnished  rooms  of  adequate  size  desig¬ 
nated  for  patient  dining  and  for  patient 
activities.  These  areas  are  well-lighted 
and  well-ventilated.  If  a  multipurpose 
room  is  used  for  dining  and  patient  ac¬ 
tivities,  there  is  sufficient  space  to  accom¬ 
modate  all  activities  and  prevent  their 
intereference  with  each  other. 

(h)  Standard:  Kitchen  and  dietetic 
service  areas.  The  facility  has  kitchen 
and  dietetic  service  areas  adequate  to 
meet  food  service  needs.  These  areas  aie 
properly  ventilated,  and  arranged  and 
equipp^  for  sanitary  refrigeration,  stCH:- 
age,  preparation,  and  serving  of  fotid 
as  well  as  for  dish  and  utensil  cleaning 
and  refuse  storage  and  removal. 

(i)  Standard:  Maintenance  of  equip¬ 
ment,  building,  and  grounds.  The  facility 
establishes  a  written  preventive  mainte¬ 
nance  program  to  ensure  that  equipment 
is  operative  and  that  the  interior  and 
exterior  of  the  building  are  clean  and 
orderly.  All  essential  mechanical,  elec¬ 
trical,  and  i>atient  care  equipment  is 
maintained  in  safe  (grating  condition. 

(j)  Standard:  Other  environmental 
considerations.  The  facility  provides  a 
f uncticmal,  sanitary,  and  comfortable  en¬ 
vironment  for  patients,  personnel,  and 
the  public.  Provision  is  made  for  ade¬ 
quate  and  comfortable  lighting  levels  in 
all  areas,  limitation  of  sounds  at  comfort 
lev^,  maintaining  a  (XHnfortaUe  room 
temperature,  procedures  tx>  entire  water 
to  all  essential  areas  in  the  event  of  loss 
of  normal  water  supply,  and  adequate 


ventilation  through  windows  or  mechanl- 
Ical  means  or  a  combinatlcm  of  both. 

§  405.1135  Condition  of  participation — 
infection  control. 

The  skilled  nursing  facility  establishes 
an  Infection  control  committee  of  rep¬ 
resentative  professional  staff  with  re¬ 
sponsibility  for  overall  infection  control 
in  the  facility.  All  necessary  housekeep¬ 
ing  and  maintenance  services  are  pro¬ 
vided  to  maintain  a  sanitary  and  com¬ 
fortable  environment  and  tc  help  prevent 
the  development  and  transmission  of  in¬ 
fection. 

(a)  Standard:  Infection  control  com¬ 
mittee.  The  infection  control  committee 
is  composed  of  memers  of  the  medical 
and  nursing  staffs,  administration,  and 
the  dietetic,  pharmacy,  housekeeping, 
maintenance,  and  other  services.  The 
committee  establishes  policies  and  proce¬ 
dures  for  investigating,  controlling,  and 
preventing  infections  in  the  facility,  and 
monitors  staff  performance  to  ensure 
that  the  policies  and  procedures  are  exe¬ 
cuted. 

(b)  Standard:  Aseptic  and  isolation 
techniques.  Written  effective  procedures 
in  aseptic  and  isolation  techniques  are 
followed  by  all  personnel.  Procedures  are 
reviewed  and  revised  annually  for  effec¬ 
tiveness  and  improvement. 

(c)  Standard:  Housekeeping.  The  fa¬ 
cility  employs  sufficient  housekeeping 
personnel  and  provides  all  necessary 
equipment  to  maintain  a  safe,  clean,  and 
orderly  interior.  A  full-time  employee  is 
designated  responsible  for  the  services 
and  for  supervision  and  training  of  per¬ 
sonnel.  Nursing  personnel  are  not  as¬ 
signed  housekeeping  duties.  A  facility 
that  has  a  contract  with  an  outside  re¬ 
source  for  housekeeping  services  may  be 
found  to  be  in  compliance  with  this 
standard  provided  the  facility  and/or 
outside  resource  meets  the  requirements 
of  the  standard. 

(d)  Standard:  Linen.  The  facility  has 
available  at  all  times  a  quantity  of  linen 
essential  for  proper  care  and  comfort  of 
patients.  Linens  are  handled,  stored, 
processed,  and  transported  in  such  a 
manner  as  to  prevent  the  spread  of  in¬ 
fection. 

(e)  Standard:  Pest  control.  The  facil¬ 
ity  is  maintained  free  from  Insects  and 
rodents  through  operation  of  a  pest  con¬ 
trol  program. 

§  405.1136  Condition  of  participation — 
disaeter  preparedness. 

The  skilled  nursing  facility  has  a 
written  plan,  periodically  rehearsed,  with 
procedures  to  be  followed  in  the  event  of 
an  internal  or  external  disaster  and  for 
the  care  of  casualties  (patients  and  per¬ 
sonnel)  arising  from  such  disasters. 

(a)  Standard:  Disaster  plan.  The  fa¬ 
cility  has  an  acceptable  written  plan  in 
operation,  with  procedures  to  be  followed 
in  the  event  of  fire,  explositm,  or  other 
disaster.  The  plan  is  devel(H>ed  and  main¬ 
tained  with  the  assistance  of  qualified 
fire,  safety,  and  other  appropriate  ex¬ 
perts,  and  Includes  procedures  for 
prompt  transfer  of  casualties  and  rec¬ 


ords,  Instructions  regarding  the  location 
and  use  of  alarm  systems  and  signals  and 
of  fire-fighting  equipment,  information 
regarding  methods  of  containing  fire, 
procedures  for  notification  of  iq>propri- 
ato  persons,  and  specifications  of  evacu- 
ati<m  routes  and  procedxires.  (See 
§  405.1134(a).) 

(b)  Standard:  Staff  training  and  drills. 
All  employees  are  trained,  as  part  of 
their  employment  orientation,  in  all 
aspects  of  preparedness  for  any  disaster. 
The  disaster  program  includes  orienta¬ 
tion  and  ongoing  training  and  drills  for 
all  personnel  in  all  procedures  so  that 
each  employee  promptly  and  correctly 
carries  out  his  specific  role  in  case  of  a 
disaster.  (See  §  405.1121(h).) 

§  405.1137  Condition  of  participation — 
utilization  review. 

The  skilled  nursing  facility  carries  out 
utilization  review  of  the  services  provided 
in  the  facility  at  lesist  to  inpatients  who 
are  entitled  to  benefits  under  the  pro- 
gram(s).  Utilization  review  has  as  its 
overall  objectives  both  the  maintenance 
of  high  quality  patient  care  and  assur¬ 
ance  of  appropriate  and  efficient  utiliza¬ 
tion  of  facihty  services.  There  are  two 
elements  to  utilization  review:  medical 
care  evaluation  studies  that  identify  and 
examine  patterns  of  care  provided  in  the 
facility,  and  review  of  extended  duration 
cases  which  is  concerned  with  efficiency, 
appropriateness,  and  cost  effectiveness  of 
care.  If  the  Secretary  determines  that 
the  utilization  review  procedures  estab- 
hshed  pursuant  to  title  XIX  are  supCTior 
in  their  effectiveness  to  the  procedures 
required  imder  this  section,  he  may,  to 
the  extent  that  he  deems  it  appropriate, 
require  for  purposes  of  this  title  that  the 
procedures  established  pursuant  to  title 
XEX  be  utilized  instead  of  the  procedures 
required  by  this  section. 

(a)  Standard:  Written  plan  of  utiliza¬ 
tion  review  activity.  The  facility  has  a 
written,  currently  applicable  utilization 
review  plan,  approved  by  the  governing 
body  and  the  medical  director  or  orga¬ 
nized  medical  staff  (if  applicable) ,  which 
includes  at  least  the  following:  (1) 
procedures  for  medical  care  evaluation 
studies,  and  for  dissemination  and  fol¬ 
lowup  of  study  findings  and  committee 
recommendations;  (2)  definition  of  the 
period(s)  of  extended  duration  and 
procedures  for  review  of  individual  cases 
of  extended  duration;  (3)  a  method  for 
identifying  patients  other  than  by  name 
(e.g.,  medical  record  number) ;  and  (4) 
provision  for  maintaining  written  records 
of  committee  activities. 

(b)  Standard:  Composition  and  or¬ 
ganization  of  utilization  review  commit¬ 
tee.  The  committee  or  group  responsible 
for  utilization  review  is  composed  of  two 
or  more  physicians  and,  optionally,  other 
professional  personnel.  All  medical  deter¬ 
minations  are  made  by  the  physician 
members  of  the  committee.  No  physician 
reviews  any  case  in  which  he  was  profes¬ 
sionally  inv(dved. 

(c)  Standard:  Medical  care  evaluation 
studies.  Medical  care  evaluation  studies 
are  performed  to  promote  the  most  effec- 
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tive  and  appropriate  use  of  available 
health  facilities  and  services  consistent 
with  patient  needs  and  professionally 
recognized  standards  of  health  care. 
Studies,  which  could  Include  assessment 
of  findings  resulting  from  periodic  med¬ 
ical  review,  emphasize  identification  and 
analysis  of  patterns  of  patient  care  and 
changes  indicated  to  maintain  consistent 
high  quality  of  services.  Each  medical 
care  evaluation  study  (whether  medical 
or  administrative  in  emphasis)  identifies 
and  anal5rzes  factors  related  to  the  pa¬ 
tient  care  rendered  in  the  facility,  and 
serves  as  the  basis  for  recommendations 
for  change  beneficial  to  patients,  staff, 
the  facility,  and  the  community.  Studies, 
on  a  sample  or  other  basis,  include  but 
need  not  be  limited  to,  admissions,  dura¬ 
tions  of  stay,  and  professional  services 
(including  dmgs  and  biologlcals)  fur¬ 
nished.  At  least  one  study  is  in  progress 
at  any  given  time. 

(d)  Standard:  Review  of  cases  of  ex¬ 
tended  duration.  Periodic  review  is  made 
of  each  current  inpatient  skilled  nursing 
facility  beneficiary  case  of  continuous 
extended  duration,  the  length  of  which 
is  defined  in  the  utilization  review  plan, 
to  determine  whether  further  inpatient 
stay  is  necessary.  Reviews  may  also  lie 
applied  to  patients  not  covered  by  the 
program,  and/or  to  cases  where  duration 
of  stay  has  not  yet  reached  the  defini- 
tion(s)  of  extended  duration.  The  plan 
may  specify  a  different  number  of  days 
for  different  diagnostic  classes  of  cases, 
or  may  use  the  same  number  of  days  for 
all  cases.  In  any  event,  the  period  (s) 
specified  bears  a  reasonable  relationship 
to  current  average  length-of-stay  statis¬ 
tics.  and  does  not  exceed  21  days  from 
admission.  An  exception  to  tins  21 -day 
limit  may  be  made  where  the  specific 
diagnostic  classes  of  cases  have  average 
lengths  of  stay  exceeding  21  days,  in 
which  instances  the  plan  specifices  the 
extended  duration  period  for  each  spe¬ 
cific  diagnostic  class.  In  cases  for  which 
advance  approval  of  payment  has  been 
made,  the  period(s)  of  extended  dura¬ 
tion  may  be  defined  as  that  period  for 
which  payment  has  been  approved.  After 
the  initial  review,  reviews  for  medical 
necessity  for  further  inpatient  stay  are 
made  at  least  every  30  days  for  the  first 
90  days  and  at  least  every  90  days  there¬ 
after.  A  review  is  made  and  a  final  deter¬ 
mination  regarding  the  patient’s  further 
care  is  reached  no  later  than  7  days  fol¬ 
lowing  the  time  period  specified  as  the 
period  of  extended  diu^tion  in  the  utili¬ 
zation  review  plan. 

(e)  Standard:  Admission  or  further 
stay  not  medically  necessary.  Final  de¬ 
termination  regarding  the  necessity  for 
admission  or  for  further  stay,  including 
stay  beyond  the  iieriod  of  extended  dura¬ 
tion,  is  limited  to  physician  members  of 
the  committee,  and  may  be  made  by  the 
full  physician  complement,  a  subcommit¬ 
tee.  or  a  single  committee  physician. 
When  a  single  committee  physician  has 
decided  that  admission  is  not  medically 
necessary  or  is  Inappropriate,  or  that 
further  stay  is  no  longer  medically  neces¬ 
sary.  further  concurrence  is  obtained  as 
specified  in  the  plan  (to  include  at  least 


a  second  committee  physician)  within 
the  7-day  period.  If  committee  members 
determine,  from  an  extended  duration 
review  or  a  medical  care  evaluation 
study,  that  fiuiiher  stay  is  not  medically 
necessary,  the  attending  physician  is  con¬ 
sulted  or  given  the  opportunity  for  con¬ 
sultation.  and  notification  is  made  in 
writing  within  48  hours  by  the  committee 
to  the  administration,  the  attending 
physician,  and  the  patient  or  his 
representative. 

(f)  Standard:  Administrative  respon¬ 
sibilities.  The  administrative  staff  of  the 
facility  is  kept  directly  and  fully  in¬ 
formed  of  committee  activities  to  facili¬ 
tate  support  and  assistance.  The  ad¬ 
ministrator  studies  and  acts  upon 
recommendations  made  by  the  commit¬ 
tee,  coordinating  such  ftinctlons  with 
appropriate  staff  members. 

(g)  Standard:  Utilization  review  rec¬ 
ords.  Written  records  of  committee  activ¬ 
ities  are  maintained.  Appropriate  reports, 
signed  by  the  committee  chairman,  are 
made  regularly  to  the  medical  staff,  ad¬ 
ministrative  staff,  governing  body,  and 
sponsors  (if  any) .  Minutes  of  each  com¬ 
mittee  meeting  are  maintained  and  in¬ 
clude  at  least: 

( 1 )  Name  of  committee, 

(2)  Date  and  diu^tion  of  meeting, 

(3)  Names  of  committee  members 
present  and  absent, 

(4)  Description  of  activities  presently 
in  progress  to  satisfy  the  requirements 
for  medical  care  evaluation  studies,  in¬ 
cluding  the  subject  and  reason  for  study, 
dates  of  commencement  and  expected 
completion,  summary  of  studies  com¬ 
pleted  since  the  last  meeting,  conclusions, 
and  followup  on  implementation  of  rec¬ 
ommendations  made  from  previous  stud¬ 
ies,  and 

(5)  Summary  of  extended  duration 
cases  reviewed,  including  the  number  of 
cases,  case  identification  numbers,  ad¬ 
mission  and  review  dates,  and  decisions 
reached,  including  the  basis  for  each  de¬ 
termination  and  action  taken  for  each 
case  not  approved  for  extended  care. 
Subpart  O — Providers  of  Services,  Inde¬ 
pendent  Laboratories,  and  Suppliers  of 

Portable  X-ray  Services;  Determinations 

and  Appeals  Procedures 

11.  Section  405.1501  is  revised  to  read 
as  follows: 

§  405.1501  Providers  of  services,  emer¬ 
gency  service  hospitals,  independent 
laboratories,  and  suppliers  of  port¬ 
able  X-ray  services;  determinations 
and  appeals  procedures. 

(a)  The  provisions  contained  in  this 
Subpart  O  shall  govern  the  procedure  for 
making  and  reviewing  determinations 
with  respect  to  whether  an  institution, 
facility,  agency,  or  clinic  is  a  provider  of 
services  (l.e.,  a  hospital,  skilled  nursing 
facility,  home  health  agency,  or  for  pur¬ 
poses  of  furnishing  outpatient  physical 
therapy  or  speech  pathology  services,  a 
clinic,  rehabilitation  agency,  or  public 
health  agency)  within  the  meaning  of 
title  XVm  of  the  Social  Security  Act  and 
Subparts  J,  K.  L,  or  Q  of  this  part,  as 
appropriate;  whether  an  institution  is  a 
hospital,  as  such  term  is  included  in  sec¬ 


tion  1861(e)  fof  purposes  of  sections  1814 
(d)  and  1835(b)  of  the  Act  (see  §  405.152 

(a)  (1) ),  qualified  to  elect  to  claim  pay¬ 
ment  for  all  emergency  hospital  services 
furnished  in  a  calendar  year  (see  §  405.- 
658) ;  the  termination  of  the  Secretary’s 
agreement  with  a  provider  of  services  for 
cause  (see  §§405.604  and  405.614); 
whether  an  institution*  continues  to 
remain  in  compliance  with  the  quali¬ 
fications  for  claiming  emergency  service 
reimbursement  for  a  calendar  year 
under  the  provisions  of  sections  1814(d) 
and  1835(b)  of  the  Act;  and  whether  an 
independent  laboratory  or  supplier  of 
portable  X-ray  services  meets  the  ap¬ 
propriate  conditions  for  coverage  of  its 
services  (see  Subparts  M  and  N  of  this 
part) . 

(b)  Any  institution,  facility,  agency, 
or  clinic  dissatisfied  with  an  initial  de¬ 
termination  (see  §  405.1502)  that  it  does 
not  qualify  as  a  provider  of  services 
may  request  a  reconsideration  of  that  de¬ 
termination  (see  §  405.1510) .  If  dissatis¬ 
fied  with  the  reconsidered  determination, 
or  with  an  initial  determination  termi¬ 
nating  the  Secretary’s  agreement  with  it 
for  cause,  an  institution,  facility,  agency, 
or  clinic  is  entitled  to  a  hearing  thereon 
and.  if  dissatisfied  with  the  Secretary’s 
final  decision  after  such  hearing,  to  Ap¬ 
peals  Coimcil  review  and  then  judicial 
review  of  such  decision  (see  §  405.1530 
et  seq.) . 

(c)  Any  independent  laboratory  or 
supplier  of  portable  X-ray  services 
which  is  dissatisfied  with  an  initial  de¬ 
termination  (see  §  405.1502)  that  its 
services  do  not  meet  the  condition  for 
coverage  (see  Subparts  M  and  N  of  this 
Part  405)  may  request  a  reconsideration 
of  that  determination  (§405.1510).  If 
dissatisfied  with  the  reconsidered  deter¬ 
mination  or  where  a  determination  had 
been  made  that  an  independent  labora¬ 
tory’s  or  pHJrtable  X-ray  supplier’s  serv¬ 
ices  met  the  respective  conditions  for 
coverage,  with  an  initial  determination 
thereafter  that  its  services  no  longer 
meet  the  respective  conditions  for  cov¬ 
erage,  a  laboratory  or  portable  X-ray 
supplier  may  request  a  hearing  thereon 
(see  §  405.1530),  and  if  dissatisfied  with 
the  decision  of  the  Administrative  Law 
Judge  may  request  Appeals  Council  re¬ 
view.  A  laboratory  or  portable  X-ray  sup¬ 
plier  is  not  entitled  to  judicial  review  of 
the  Secretary’s  final  decision  after  such 
hearing  and  review. 

(d)  To  be  a  participating  provider  of 
services,  eligible  for  pa3nnent,  a  provider 
must  be  in  compliance  with  title  VI  of 
the  Cfivil  Rights  Act  of  1964  and  must 
enter  into  an  agreement  with  the  Secre¬ 
tary  xmder  section  1866  of  the  Social 
Security  Act  (see  Subpart  P  of  this  Part 
405),  ’The  provisions  of  this  Subpart  O 
do  not  govern  in  any  respect  the  ad¬ 
judication  of  issues  related  to  the  com¬ 
pliance  of  an  institution  or  agency  with 
title  VI  of  the  Civil  Rights  Act  of  1964, 
or  the  implementing  regulation  (45  CPR 
Part  80)  issued  by  the  Secretary  of 
Health,  Education,  and  Welfare. 

(e)  Any  institution  which  is  dissatis¬ 
fied  with  an  initial  determination  (see 
§405.1502)  that  it  does  not  qualify  to^ 
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elect  to  claim  payment  for  all  ^ergency 
hospital  services  furnished  in  a  cal^dar 
year,  may  request  a  recoosideratkm  of 
that  determination  (see  §  405.1510) .  If 
dissatisfied  with  the  reconsidered  deter¬ 
mination,  or  where  the  institution’s  elec¬ 
tion  to  claim  pa3rment  for  all  such  serv¬ 
ices  furnished  in  a  calendar  year  has 
been  accepted  for  filing,  with  an  initial 
determination  thereafter  of  its  failure 
to  remain  in  compliance  with  the  quali¬ 
fications  for  claiming  such  payments  for 
such  calendar  year,  the  inrtitution  is 
entitled  to  a  hearing  thereon  and,  if  dis¬ 
satisfied  with  the  Secretary’s  final  de¬ 
cision  after  such  hearing,  to  Appeals 
Council  review  and  then  judicial  review 
of  such  decision  (see  §  405.1530  et  seq.) . 

§§  405.1502,  405.1510,  405.1513, 

405.1514,  405.1515,  405.1518, 

■  405.1542  [Amended] 

12.  In  §§  405.1502,  405.1510,  405.1513, 
405.1514,  405.1515,  405.1518,  and  405.1542 
(a),  the  word  “Administration”  is 
changed  to  “Secretary.” 

13.  Paragraph  (b)  of  §  405.1502  is 
amended  by  revising  subparagraph  (2) 
to  read  as  follows: 

§  405.1502  Initial  determinations. 

’The  Secretary  will  make  findings,  set¬ 
ting  forth  the  pertinent  facts  and  con¬ 
clusions,  and  an  initial  determination 
with  respect  to; 

•  «  *  #  • 

(b)  •  •  • 

(2)  Whether  an  independent  labora¬ 
tory  or  supplier  of  portable  X-ray  serv¬ 
ices  continues  to  meet  the  appropriate 
conditions  for  coverage  of  its  sei^dces; 
and 

m  m  m  0  0 

14.  Section  405.1503  is  revised  to  read 
as  follows: 

§  405.1503  Notice  of  initial  determina¬ 
tion. 

Written  notice  of  an  initial  determina¬ 
tion  (see  §  405.1502)  with  respect  to 
whether  an  institution,  facility,  agency, 
or  clinic  is  or  is  not  a  provider;  or  with 
respect  to  whether  an  institution  is  or  is 
not  a  hospital  for  purposes  of  the  emer¬ 
gency  service  reimbursement  provisions 
of  sections  1814(d)  and  1835(b)  of  the 
Act;  or  with  respect  to  the  termination 
of  an  agreement  for  cause;  or  with  re¬ 
spect  to  whether  an  instituticm  continues 
to  remain  in  compliance  with  the  (juall- 
ficatlons  for  claiming  emergency  services 
reimbursement  for  a  calendar  year  under 
the  provisicms  of  sections  1814(d)  and 
1835(b)  of  the  Act;  or  with  respect  to 
whether  an  independ^t  laboratory  m: 
supplier  of  portable  X-ray  services  meets 
the  appr<H>iiate  conditimis  for  coverage 
of  its  services  (see  Subparts  M  and  N  of 
this  Part  405)  will  be  mailed  to  the  insti¬ 
tution,  facility,  agency,  clinic,  laboratory, 
or  portable  X-ray  supplier  (see  §§  405.- 
1510  and  405.1530). 

15.  Section  405.1505  is  revised  to  read 
as  follows: 

S  405.1505  Administrative  actions  which 
are  not  initial  determinations. 

,  (a)  Ihe  finding  that  an  institution. 

1^  faculty,  agency,  or  clinic  determined  to  be 


a  provider  has  deficl^cles  with  respect 
to  one  or  more  ctModltioDs  of  partlclpa- 
tlon,  or  that  an  Independent  laboratory 
or  supplier  of  portable  X-ray  services, 
determined  to  be  in  substantial  compli¬ 
ance  with  the  conditions,  has  deficiencies 
with  respect  to  one  or  more  condltiois 
for  coverage  of  services  of  Independent 
laboratories  or  suppliers  of  portable 
X-ray  services. 

(b)  The  finding  that  an  institution, 
facility,  or  agency  does  not  meet  the  con¬ 
ditions  for  participatiCHi  as  set  out  in 
Subparts  J,  K,  or  L  of’  this  part,  as  iqs- 
propriate,  but  only  where  such  institu¬ 
tion,  facility,  or  agency  is  nevertheless 
approved  as  a  provider  of  services  on  the 
basis  of  a  special  access  certification. 

(c)  -The  finding  that  the  services  of  a 
laboratory  are  covered  under  the  health 
insurance  program  because  the  labora¬ 
tory  is  not  independent  of  a  hospital  for 
purposes  of  section  1861  (s)  (10)  and  (11) 
of  the  Act  and  the  laboratory  meets  the 
health  and  safety  standards  prescribed 
for  such  laboratories. 

(d)  ’The  findiiig  that  laboratory  serv¬ 
ices  are  physician’s  services  for  the  rea¬ 
son  that  the  laboratory  is  being  main¬ 
tained  primarily  for  the  physician’s  pa¬ 
tients,  and  such  physician’s  services  are 
covered  under  the  supplementary  medi¬ 
cal  insurance  program. 

(e)  The  refusal  by  the  Secretary  to 
accept  for  filing  an  agreement  submitted 
by  an  Institution,  facility,  agency,  or 
clinic  under  the  terms  of  secticm  1866  of 
the  Social  Security  Act  where  such  insti¬ 
tution,  facility,  agency,  or  clinic : 

(1)  Is  not  in  compliance  with  the  pro¬ 
visions  of  title  VI  of  the  CivU  Rights  Act 
of  1964  (42  UJS.C.  2000d  et  seq.) ;  or 

(2)  Has  been  adjudged  insolvent  or 
bankrupt  vmder  appropriate  State  or 
Federal  law  or  with  respect  to  which  a 
coiirt  proceeding  to  make  such  a  judg¬ 
ment  is  pending  imder  such  law. 

(f)  The  finding  that,  pursuant  to 
§  405.616,  a  provider  may  not  file  another 
agreement,  where  such  provider’s  agree¬ 
ment  has  been  terminated  under  the 
conditions  described  in  §§  405.604,  405.- 
613,  or  405.614. 

(g)  ’The  finding  that  an  Institution  is 
not  a  hospital  for  purposes  of  the  emer¬ 
gency  service  reimbursement  provisions 
of  sections  1814(d)  and  1835(b)  of  the 
Act,  if  such  findings  are  not  made  in 
accordance  with  the  provisions  of 
§§  405.1502(d)  (1)  or  (2)  and  405.1503. 

(h)  The  refusal  to  accept  for  filing  an 
election  submitted  by  an  institution  to 
claim  payment  for  all  emergency  hospi¬ 
tal  services  furnished  in  a  calendar  year 
(see  §  405.658),  where  such  institution 
has  previously  charged  an  individual  or 
other  person  for  emergency  hospital 
services  furnished  to  the  Individual  in 
such  calendar  year. 

(i)  The  refusal  to  accept  for  filing  an 
election  submitted  by  an  institution  to 
claim  payment  for  all  emergency  hospi¬ 
tal  services  furnished  in  a  calendar  year 
where  such  election  is  submitted  after 
the  close  of  such  calendar  year  (see 
S  405.658(c)). 

(j)  The  finding  that,  pursuant  to 
§  405.659,  an  institution  is  not  eligible  to 
file  an  election  to  claim  emergency  serv¬ 


ices  reimbiusement  after  such  institution 
has  been  notified  of  its  failure  to  con¬ 
tinue  to  comply. 

16.  Paragraph  (b)  of  §  405.1511  is  re¬ 
vised  to  read  as  follows: 

§  485.1511  Time  and  place  of  filing  re¬ 
quest  for  reconsideration. 

•  •  •  •  • 

(b)  ’The  request  for  reconsideration 
must  be  filed  within  6  months  after  the 
date  of  the  mailing  of  the  notice  of  the 
initial  determination  unless  the  time  for 
filing  is  extended  as  provided  in 
§  405.1518.  ’The  request  is  to  be  filed  with 
the  Secretary  or  with  an  employee  of  the 
Department  of  Health,  Education,  and 
Welfare  authorized  to  accept  such  re¬ 
quests  at  a  place  other  than  such  office. 
A  request  for  reconsideration  which  has 
been  timely  filed  with  the  State  agency 
that  performed  the  survey  and  certifica¬ 
tion  function  will  be  considered  to  have 
been  filed  with  the  Secretary. 

17.  Section  405.1519  is  revised  to  read 
as  follows: 

§  405.1519  Revision  of  initial  or  recon¬ 
sidered  determination. 

Except  in  the  case  of  a  determination 
that  an  Institution,  facility,  agency,  or 
clinic  qualifies  as  a  provider  of  services, 
or  that  an  institution  qualifies  to  elect  to 
claim  payment  for  all  emei^ency  hospi¬ 
tal  services  furnished  in  a  calendar  year, 
an  initial  or  reconsidered  determination 
which  is  otherwise  final  under  §  405.1504 
or  §  405.1517  may  be  reopened  by  the 
Secretary  upon  his  own  motion  within  12 
months  after  the  date  of  the  notice  of 
the  initial  determination  (see  §  405.1503) . 
Notice  of  the  reo[>ening  of  a  determina¬ 
tion  and  any  revision  thereof  shall  be 
given  to  the  institution,  facility,  agency, 
clinic,  laboratory,  or  portable  X-ray  sup¬ 
plier  which  was  a  party  to  the  deter¬ 
mination  (see  §405.1520). 

18.  Section  405.1531  is  revised  to  read 
as  follows: 

§  405.1531  Filing  a  request  for  a  hear¬ 
ing;  time  and  manner  of  filing. 

The  request  for  a  hearing  shall  be  made 
in  writing,  signed  by  a  proper  official  of 
the  institution,  facility,  agency,  clinic, 
laboratory,  or  portable  X-ray  supplier 
concerned  and  filed  at  an  office  of  the 
Department  of  Health,  Education,  and 
Welfare  or  with  an  Administrative  Law 
Judge  or  the  Appeals  Council  of  the  Bu¬ 
reau  of  Hearings  and  Appeals.  The  re¬ 
quest  must  be  filed  within  6  months  after 
the  date  on  which  written  notice  of  an 
initial  determination  provided  for  in 
§  405.1502(b)  (2) ,  (c) ,  or  (d)  (2) ,  or  a  re¬ 
considered  or  revised  determination  is 
mailed  to  the  institution,  facility,  agency, 
clinic,  laboratory,  or  portoble  X-ray  sup¬ 
plier  (see  §§405.1503,  405.1516,  and 
405.1520),  except  where  the  time  is  ex¬ 
tended  for  “good  cause”  (see  §  405.1569) . 

19.  Section  405.1532  is  revised  to  read 
as  follows: 

§  405.1532  Parties  to  the  hearing. 

The  parties  to  the  hearing  shall  be  the 
institution,  facility,  agency,  clinic,  labo¬ 
ratory,  or  portable  X-ray  supplier  which 
was  a  party  to  the  prior  determination 
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(see  §s  405.1502(b)  (2).  (c).  and  (d)(2). 
405.1514.  and  405.1519)  and  the  Biireau 
of  Health  Insurance  as  representing  the 
Secretary.  The  Bureau  of  Health  Insur¬ 
ance  shall  be  represented  at  the  hearing 
(see  §  405.1543). 

§§  405.1537,  405.1545  [Amended] 

20.  In  §§405.1537  and  405.1545,  the 
words  “Bureau  of  Health  Insurance”  are 
changed  to  “Secretary.” 

21.  Paragraph  (b)  of  §  405.1542  is  re¬ 
vised  to  read  as  follows: 

§  405.1542  Hearing  on  new  issues. 

•  •  *  •  • 

(b)  On  the  application  of  either  party, 
or  on  his  own  motion,  in  lieu  of  consider¬ 
ing  any  new  issue  to  the  manner  de¬ 
scribed  in  the  preceding  paragraph,  the 
Administrative  Law  Judge  may  remand 
the  case  for  consideration  of  the  new 
issue  and,  where  appropriate,  a  determi¬ 
nation.  Where  necessary  the  Administra¬ 
tive  Law  Judge  may  direct  that  the  case 
be  returned  to  him  for  further  proceed¬ 
ings.  See  also  §  405.1560. 

22.  Section  405.1544  is  revised  to  read 
as  follows: 

§  405.1544  Subpoenas. 

When  reasonably  necessary  for  the  full 
presentation  of  a  case,  the  Administra¬ 
tive  Law  Judge  may  upon  his  own  motion, 
or  upon  the  request  of  a  party  to  the 
hearing,  issue  subpoenas  for  the  attend¬ 
ance  and  testimony  of  witnesses  and  for 
the  production  of  books,  records,  corre¬ 
spondence.  papers,  or  other  documents 
which  are  relevant  and  material  to  any 
matter  in  issue  at  the  hearing.  A  party 
which  desires  the  issuance  of  a  subpoena 
shall,  not  less  than  5  days  prior  to  the 
time  fixed  for  a  hearing,  file  with  the 
Administrative  Law  Judge  a  written  re¬ 
quest  therefor,  designating  the  witnesses 
or  documents  to  be  produced,  and  de¬ 
scribing  the  address  and  location  thereof 
with  suflacient  particularity  to  permit 
such  witnesses  or  documents  to  be  foimd. 
The  request  for  a  subpoena  shall  state 
the  pertinent  facts  which  the  party  ex¬ 
pects  to  establish  by  such  witnesses  or 
documents  and  whether  such  facts  could 
be  established  by  other  evidence  without 
the  use  of  a  subpoena.  A  subpoena  issued 
under  the  provisions  of  this  section  shall 
be  issued  in  the  name  of  the  Secretary 
who  shall  pay  the  cost  of  the  Issuance  and 
the  fees  and  the  mileage  of  any  wit¬ 
nesses  so  subpoenaed,  as  provided  in  sec¬ 
tion  205(d)  of  the  Act. 

23.  Section  405.1550  is  revised  to  read 
as  follows: 

§  405.1550  Waiver  of  right  to  appear 
and  present  evidence. 

If  the  institution,  facility,  agency, 
clinic,  laboratory,  or  portable  X-ray  sup¬ 
plier  waives  its  right  to  appear  before 
the  Administrative  Law  Judge  and  pre¬ 
sent  testimony,  it  shall  not  be  necessary 
for  the  Administrative  Law  Judge  to  give 
notice  of  and  conduct  an  oral  hearing.  A 
waiver  of  this  right  shall  be  made  in 
writing  and  hied  with  the  Administrative 
Law  Judge.  A  waiver  may  be  withdrawn 
by  an  institution,  facility,  agency,  clinic. 


laboratory,  or  portable  X-ray  supplier, 
for  good  cause  shown,  at  any  time  prior 
to  the  mailing  of  notice  of  the  decision  in 
the  case.  Even  though  an  Institution,  fa¬ 
cility,  agency,  clinic,  laboratory,  or  porta¬ 
ble  X-ray  supplier  has  hied  a  waiver  of 
a  hearing  before  an  Administrative  Law 
Judge,  the  Administrative  Law  Judge 
may  nevertheless  give  notice  of  a  time 
and 'Place  and  conduct  a  hearing  if  he 
beheves  that  testimony  of  the  representa¬ 
tives  of  the  Institution,  facility,  agency, 
clinic,  laboratory,  or  portable  X-ray  sup¬ 
plier  or  other  persons  is  needed  to  clarify 
the  facts  in  issue,  or  on  a  showing  of 
good  cause  by  the  Bureau  of  Health  In¬ 
surance  as  representing  the  Secretary  of 
the  need  to  present  oral  evidence.  When 
such  a  waiver  has  been  hied  and  no  tes¬ 
timony  received,  the  Administrative  Law 
Judge  shall  make  a  record  of  the  relevant 
written  evidence,  including  applications, 
written  statements,  certiheates,  affida¬ 
vits,  reports,  and  other  documents  which 
were  considered  in  connection  with  the 
initial,  reconsidered,  or  revised  determi¬ 
nation  (see  §§  405.1502,  405.1514,  and 
405.1519) ,  and  whatever  additional  rele¬ 
vant  and  material  evidence  was  sub¬ 
mitted  by  the  parties  for  consideration  by 
the  Administrative  Law  Judge.  Any  addi¬ 
tional  evidence  submitted  by  either  party 
shall  be  furnished  to  the  other  party  and 
that  party  shall  be  given  a  reasonable  op¬ 
portunity  to  submit  further  evidence  in 
rebuttal.  The  parties  may  submit  briefs 
or  other  written  statements  of  evidence 
and/or  proposed  hndings  of  fact  or  con¬ 
clusions  of  law,  copies  of  which  shall  be 
sent  in  accordance  with  §  405.1595.  After 
the  Administrative  Law  Judge  sets  the 
case  for  oral  hearing  and  gives  notice 
of  the  time  and  place  Set  for  the  hearing, 
the  request  for  hearing  shall  be  dismissed 
in  accordance  with  §  405.1552  where  the 
institution,  facility,  agency,  clinic,  lab¬ 
oratory,  or  piortable  X-ray  supplier  fails 
to  appear  without  good  cause. 

24.  Section  405.1560  is  revised  to  read 
as  follows: 

§  405.1560  Remand  by  the  Administra¬ 
tive  Law  Judge. 

At  the  request  of  the  Bureau  of  Health 
Insurance  representing  the  Secretary  and 
with  the  written  or  on-the-record  con¬ 
currence  of  the  other  party  to  the  hear¬ 
ing,  the  Administrative  Law  Judge  may 
remand  any  case  prop>erly  before  him  for 
a  determination  satisfactory  to  such 
other  p>arty.  Such  remand  may  be  made 
at  any  time  after  the  request  for  hear¬ 
ing  and  before  mailing  of  the  notice  of 
decision. 

25.  Section  405.1563  is  revised  to  read 
as  follows: 

§  405.1563  Action  by  the  Appeals  Coun¬ 
cil  on  request  for  review. 

The  review  or  denial  of  the  Adminis¬ 
trative  Law  Judge’s  decision  shall  be  con¬ 
ducted  by  a  p>anel  of  at  least  two  mem¬ 
bers  of  the  App>eals  Council  designated 
by  the  Chairman  or  Deputy  Chairman 
and  one  p>erson  from  the  1J.S.  Public 
Health  Service  designated  by  the  Sec¬ 
retary.  Except  as  provided  in  §  450.1568, 
the  Appe^  Council  shall  review  the  Ad¬ 
ministrative  Law  Judge’s  decision  or  dis¬ 


missal  where  an  Institution,  facility, 
agency,  clinic,  laboratory,  or  portable 
X-ray  supplier,  files  a  request  for  re¬ 
view.  The  App>eals  Council  may  dismiss, 
deny,  or  grant  a  request  for  review  filed 
by  the  Bureau  of  Health  Insurance  as 
representing  the  Secretary.  If  the  review 
is  granted,  the  App>eals  Ooimcil  may 
either  modify,  affirm,  or  reverse  the  Ad¬ 
ministrative  Law  Judge’s  decision.  Notice 
of  the  action  by  the  Appeals  Council  shall 
be  mailed  to  the  institution,  facility, 
agency,  clinic,  laboratory,  or  portable 
X-ray  supplier  and  the  Bureau  of  Health 
Insurance. 

§§  405.1590, 405.1591  [Amended] 

26.  In  §§  405.1590  and  405.1591,  the 
words  “Social  Security  Administration” 
are  changed  to  “Secretary.” 

27.  Subparts  J,  L,  M,  and  N  are 
amended  by  deleting  §§  405.1001  through 
405.1010,  405,1203  through  405.1208, 
405.1301  through  405.1309,  and  405.1401 
through  405.1409.  These  deleted  sections 
are  superseded  by  new  Subpart  T. 

Subpart  T — Certification  Procedure  for 
Providers  and  Suppliers  of  Services 

28.  Subpart  T  is  added  to  read  as 
follows: 

Sec. 

405.1901  The  certification  process. 

405.1902  Certification  by  State  Agency. 

405.1903  Documentation  of  findings. 

405.1904  Periodic  certification  of  compliance 

and  approval. 

405.1905  Certification  of  noncompliance. 

405.1906  Determining  compliance. 

405.1907  Providers  or  suppliers  with  defi¬ 

ciencies. 

405.1908  Special  requirements  applicable  to 

shilled  nursing  facilities  with  de¬ 
ficiencies. 

405.1909  Special  requirements  applicable  to 

independent  laboratories. 

405.1910  Special  hospital  certification. 

Authority:  Secs.  1102,  1814,  1861,  1865, 
1866,  1871,  49  Stat.  647,  as  amended,  79  Stat. 
249,  as  amended,  79  Stat.  313-327,  as  amend¬ 
ed,  79  Stat.  331;  42  U.S.C.  1302,  1395  et  seq. 

§  405.1901  The  certification  process. 

(a)  A  prospective  provider  or  supplier 
of  services  which  meets  the  applicable 
statutory  definitions  contained  in  section 
1861  (e),  (f), (g), (j).  (o),  (p) (4), (s) (3) 
or  (s)  (10)  of  the  Social  Security  Act  and 
which  is  found  to  be  in  compliance  with 
each  of  the  conditions  where  applicable 
prescribed  by  the  Secretary  may  agree 
to  become  a  provider  v  r  supplier  of  serv¬ 
ices  upon  acceptance  by  the  Secretary. 
Health  and  safety  requirements  pre¬ 
scribed  by  the  Secretary  are  set  forth 
in  the  conditions  of  participation  for 
hospitals,  skilled  nursing  facilities,  home 
health  agencies,  rehabilitation  agencies, 
clinics,  and  public  health  agencies  (see 
Subparts  J,  K,  L,  and  Q  of  this  part) ,  and 
in  the  conditions  for  coverage  of  inde¬ 
pendent  laboratories  and  portable  X-ray 
suppliers  (see  Subparts  M  and  N  of  this 
part) . 

(b)  Hospitals  currently  accredited  by 
the  Joint  Commission  on  Accreditation 
of  Hospitals  or  by  the  American  Osteo¬ 
pathic  Association  are  deemed  to  meet 
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all  of  the  conditkxis  of  participation,  ex¬ 
cept  the  requirements  for  utilization  re¬ 
view  as  described  in  section  1861(e)(6) 
of  the  Act  and  any  standard  promulgated 
by  the  Secretary  which  is  higher  than 
the  requirements  for  accreditation  as 
specified  in  secti(Xi  1861(e)(9)  of  the 
Act,  and,  in  the  case  of  tuberculosis 
and  psychiatric  hospitals,  the  additional 
staffing  and  medical  records  require¬ 
ments  c(Hisidered  necessary  for  the  pro¬ 
vision  of  Intensive  care.  Notwithstand¬ 
ing  that  a  hospital  is  accredited  by  the 
Joint  Commission  on  Accreditation  of 
Hospitals  or  the  American  Osteopathic 
Association,  it  may  be  subject  to  a  sur¬ 
vey  by  State  and/or  Feder^  survey  per¬ 
sonnel.  In  such  cases  a  copy  of  the  latest 
JCAH  or  AOA  survey  report  will  be  re¬ 
leased  to  the  Secretai7  (on  a  confidential 
basts)  with  the  hospital’s  concurrence.  If 
the  hospital  declines  to  authorize  such 
release,  it  will  lose  its  deemed  status  and 
will  be  subject  to  the  regular  State 
agency  survey  procedure.  Such  survesrs 
will  be  conduct^  cm  a  sample  basis  to 
validate  the  JCAH  and  AOA  accredita¬ 
tion  process  or  in  re^>onse  to  substantial 
allegations  or  evidence  of  a  condition  ad¬ 
verse  to  the  health  and  safety  of  patients 
in  an  accredited  hospital.  If  such  a  siu*- 
vey  reveals  noncompliance  with  one  or 
more  of  the  conditions  oi  participation 
established  in  or  pursuant  to  title  XVm 
of  the  Act,  the  hospital  must  come  into 
compliance  with  such  conditlon(s) . 

(c)  The  Secretary  may,  at  the  request 
of  a  State,  approve  higher  health  and 
safety  requirements  for  that  State.  Also, 
where  a  State  or  political  subdivision 
Imposes  higher  requirements  as  a  condi¬ 
tion  for  the  purchase  of  health  services 
under  a  State  plan  approved  under  titles 
I,  XVI,  or  XIX  of  the  Social  Security  Act, 
the  Secretary  is  required  to  impose  like 
requirements  as  a  condition  to  the  pay¬ 
ment  for  services  under  title  XVili  in 
such  institutions  or  agencies  in  the  State 
or  subdivision. 

(d)  Attention  is  invited  to  the  require¬ 
ments  of  title  VI  of  the  Civil  Rights  Act 
of  1964  (78  Stat.  252;  Pub.  L.  88-352) 
which  provides  that  no  person  in  the 
United  States  shall,  on  the  ground  of 
race,  ccdor,  or  naticHial  origin  be  excluded 
from  participation  in,  be  denied  the  ben¬ 
efits  of,  or  be  subject  to  discrimination 
under,  any  program  or  acUvity  receiving 
Federal  financial  assistance  (section 
601),  and  to  the  implementing  regula¬ 
tions  issued  by  the  Secretary  of  Health, 
Education,  and  'Welfare  vidth  the  ap¬ 
proval  of  the  President  (45  CTR.  Part  80) . 

§  405.1902  Certification  by  State  agency. 

(a)  Section  1864(a)  of  the  Social 
Security  Act  provides  that  the  services  of 
State  agencies,  (grating  under  agree¬ 
ments  with  the  Secretary,  will  be  used  by 
the  Secretary  in  determining  whether 
providers  or  prospective  providers  meet 
the  conditions  of  participation  or  sup¬ 
pliers  meet  the  conditions  for  coverage. 
Pursuant  to  these  agreements.  State 
agencies  will  survey  each  provider  and 
supplier  and  certify  to  the  Secretary  as 
to  whether  they  are  found  to  be  in  com¬ 


pliance  with  the  conditions  of  partici¬ 
pation  and/or  coverage. 

(b)  In  the  case  oi  a  skilled  nursing  fa¬ 
cility  completing  the  second  of  two  suc¬ 
cessive  agreements  imder  title  XIX  pro¬ 
visions  in  ^ect  prior  to  July  1,  1973,  and 
having  the  same  deficiMicy(ies)  which 
occasioned  the  two  agreements,  the  State 
siuwey  agency  will  review  the  perform¬ 
ance  of  such  facility  (which  may  be  lim¬ 
ited  to  a  review  of  the  documentation  of 
record)  in  m^viding  safe  and  adequate 
patient  care  and  in  progressing  toward 
correction  of  such  deficiency  (ies) .  On  the 
basis  of  its  evaluation,  the  State  survey 
agency  will  recommend  to  the  Secretary 
that: 

(1)  No  provider  agreonent  may  be 
executed  with  such  facility;  or 

(2)  A  new  provider  agreem^t  may  be 
executed  for  a  period  related  to  the  time 
required  to  correct  such  deficiency  (ies) 
but  not  to  exceed  6  months;  <»- 

(3)  A  new  provider  agreement  may  be 
executed  for  a  period  of  12  months  but 
subject  to  a  provision  for  automatic  can¬ 
cellation  60  days  following  the  scheduled 
date  for  correcticm  unless  the  State  sur¬ 
vey  agency  finds  and  notifies  the  Secre¬ 
ting  that  all  required  corrections  have 
been  satisfactOTlly  completed. 

(c)  ’The  certifications  by  the  State 
agency  represent  reccanmendatlons  to  the 
Secretary.  The  Secretary,  on  the  basis  of 
such  certificatl<ms  by  the  State  agency 
will  determine  whether  a  provider  or  sup¬ 
plier  is  eligible  to  participate  in  the 
Health  Insurance  for  the  Aged  and  Dis¬ 
abled  Program.  Notice  of  determination 
of  eligibility  or  mmeligibUity  will  be  s^t 
to  the  provider  or  supplier. 

§  405.1903  Documentation  of  findings. 

(a)  The  findings  of  the  State  agency 
with  respect  to  each  of  the  conditions  of 
I>articipation  or  conditions  for  coverage 
shall  be  adequately  documented.  'Where 
the  State  agency  certifies  to  the  Secre¬ 
tary  that  a  provider  or  supplier  is  not 
in  compliance  with  the  conations,  and 
therefore  not  eligible  to  participate  in  the 
program,  such  documentation  includes, 
in  addition  to  the  description  of  the  spe¬ 
cific  deficiencies  which  resulted  in  the 
agency’s  recommendaticm,  a  report  of  all 
consultation  which  has  been  imdertaken 
in  an  efiort  to  assist  the  provider  or  sup¬ 
plier  to  compdy  with  the  conditions,  a 
report  of  the  provider’s  or  supplier’s  re¬ 
sponses  with  reflect  to  the  consultation, 
and  the  State  agency’s  assessment  of  the 
prospects  for  such  improvements  as  to 
enable  the  provider  or  supplier  to  achieve 
compliance  with  the  conditions  within 
a  reasonable  period  of  time.  (See 
S  405.1907.) 

(b)  If  a  provider  or  supplier  is  certi¬ 
fied  by  the  State  agency  as  in  compli¬ 
ance  with  the  conditions  or  as  meeting 
the  requirements  for  special  certifica¬ 
tion  (see  §  405.1910) .  with  deficiencies 
not  adversely  affecting  the  health  and 
safety  of  patients,  the  following  infor¬ 
mation  will  be  Incorporated  into  the 
finding: 

(1)  A  statement  of  the  deficiencies 
which  were  found,  and 


(2)  A  description  of  further  action 
which  is  required  to  remove  the  defi¬ 
ciencies,  and 

(3)  A  time-phased  plan  of  correction 
developed  by  the  provider  and  stmplier 
and  conciu-red  with  by  the  State 
agency,  and 

(4)  A  scheduled  time  for  a  resurvey 
of  the  institution  or  agency  to  be  con¬ 
ducted  by  the  State  agency  within  90 
days  following  the  completion  of  the 
survey. 

(c)  If,  on  the  basis  of  the  State  cer¬ 
tification,  the  Secretary  determines  that 
the  provider  or  suppUer  is  eligible  to 
participate,  the  Information  described  in 
paragraph  (b)  of  this  section  will  be 
incorporated  into  a  notice  of  eligibility 
to  the  provider  or  supplier. 

§  405.1904  Periodic  certification  of 
compliance  and  approval. 

(a)  Initial  certifications  and  recerti¬ 
fications  by  the  State  agency  to  the  effect 
that  a  provider  or  supplier  is  in  compli¬ 
ance  with  all  the  conditions  of  partici¬ 
pation  will  be  for  a  period  of  12  months. 
(See  paragraph  (b)  of  this  section  for 
periods  of  certification  applicable  to 
skilled  nursing  facilities.)  State  agencies 
may  visit  or  resurvey  providers  or  sup¬ 
pliers  more  frequently  where  necessary 
to  evaluate  correction  of  deficiencies, 
ascertain  continued  (xmipdiance,  or  ac¬ 
commodate  to  periodic  or  cyclical  survey 
programs.  In  sedition,  the  State  agency 
shall  review  inf  ormatlcsn  received  through 
medical  review  conducted  in  skilled  nurs¬ 
ing  facilities  (see  §  405.1121(d) ).  'The 
State  agency  shall  also  review  statements 
obtained  frcrni  each  facility  setting  forth 
(from  payment  records)  the  average 
numbers  and  types  of  personnel  (in  full¬ 
time  equivalents)  on  each  tour  of  duty 
during  at  least  1  week  of  each  quarter, 
such  week  to  be  selected  by  the  survey 
agwicy  and  to  occm  irregularly  in  each 
quarter  of  the  year.  The  State  agency 
shall  evaluate  such  reports  as  may  per¬ 
tain  to  the  health  and  safety  require¬ 
ments  and,  as  necessary,  take  apprc^ri- 
ate  action  to  achieve  compliance  or 
certify  to  the  Secretary  that  c<»npliance 
has  not  been  achieved.  A  State  finding 
and  certificaiton  to  the  Secretary  that  a 
provider  or  supplier  is  no  longer  in  com¬ 
pliance  will  supersede  the  State’s  pre¬ 
vious  certification. 

(b)  A  certification  of  a  skilled  mur¬ 
ing  facility  shall  be  for  a  period  of 
up  to  12  months,  subject  to  the  provision 
that  any  agreement  filed  by  a  skilled 
nxirsing  facility  with  the  Secretary  imder 
section  1866  of  the  Social  Security  Act 
and  accepted  by  him  prior  to  October  30, 
1972,  shall  be  deemed  to  be  for  a  specified 
period  ending  December  31,  1973.  A  cer¬ 
tification  for  less  than  12  months  may 
be  issued  in  aiH>ri>prlate  situations,  based 
on  such  factors  as  the  nature  of  defi¬ 
ciencies  which  may  exist  and  the  degree 
of  progress  achieved  in  correcting  prior 
deficiencies.  An  agreement  with  a  skilled 
nursing  facility  may,  at  the  option  of 
the  Secretary,  also  be  subject  to  auto¬ 
matic  cancellation  based  upon  a  failure 
to  correct  deficiencies.  (See  i  405. 604 J 
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(See  §  405.1908  where  a  standard  Is  not 
met  during  the  period  of  a  certification.) 

§  405.1905  C^prtification  of  noncompU- 
ance. 

(a)  The  State  agency  will  certify  that 
a  provider  or  supplier  is  not  or  Is  no 
longer  in  compliance  with  the  conditions 
of  participation  or  conditions  for  cover¬ 
age  where  the  deficencies  are  of  such 
character  as  to  substantially  limit  the 
provider’s  or  supplier’s  capacity  to  ren¬ 
der  adequate  care  or  which  adversely 
affect  the  health  and  safety  of  patients; 
or 

(b)  If  it  is  determined  by  the  Secre¬ 
tary  that  an  institution  or  agency  is  not 
in  compliance  with  the  conditions  of 
participation  or  conditions  for  coverage, 
or  that  an  institution  or  agency  is  no 
longer  in  compliance  and  the  participa¬ 
tion  agreement  is  terminated  imder  the 
conditions  described  in  §  405.614,  the  in¬ 
stitution  or  agency  has  the  right  to  re¬ 
quest  that  the  determination  be  reviewed. 

§  405.1906  Determining  compliance. 

The  decision  as  to  whether  there  is 
compliance  with  a  particular  condition 
of  participation  or  condition  for  cover¬ 
age  will  depend  upon  the  manner  and 
degree  to  which  the  provider  or  supplier 
satisfies  the  various  standards  within 
each  condition.  Evaluation  of  a  pro¬ 
vider’s  performance  against  these  stand¬ 
ards  will  enable  the  State  survey  agency 
to  document  the  nature  and  extent  of 
deficiencies,  if  any,  with  resptect  to  a 
particular  function,  and  to  assess  the 
need  for  improvement  in  relation  to  the 
prescribed  conditions. 

§  405.1907  Providers  or  ‘.nppliers  whli 
deficiencies. 

(a)  If  a  provider  or  supplier  is  found 
to  be  deficient  with  respect  to  one  or 
more  of  the  standards  in  the  conditions 
of  participation  or  conditions  for  cover¬ 
age.  it  may  participate  in  or  be  covered 
under  the  Health  Insurance  for  the  Aged 
and  Disabled  Program  only  if  the  facility 
has  submitted  an  acceptable  plan  of  cor¬ 
rection  for  achieving  compliance  within 
a  reasonable  period  of  time  acceptable  to 
the  Secretary.  The  existing  deficiencies 
noted  either  individually  or  in  combina¬ 
tion  neither  jeopardize  the  health  and 
safety  of  patientj^  nor  are  of  such  char¬ 
acter  as  to  seriously  limit  the  provider’s 
capacity  to  render  suiequate  care.  (See 
§  405.1908  for  special  requirements  ap¬ 
plicable  to  skilled  nursing  facilities.) 

(b)  If  it  is  determined  during  a  survey 
that  a  provider  or  supplier  is  not  in  com¬ 
pliance  with  one  or  more  of  the  stand¬ 
ards.  it  will  be  granted  a  reasonable  time 
to  achieve  compliance.  ’The  amoimt  of 
time  will  depend  upon  the  nature  of  the 
deficiency  and  the  State  survey  agency’s 
judgment  as  to  the  capabilities  of  the 
facility  to  provide  adequate  and  safe  care. 
Ordinarily  a  provider  or  supplier  will  be 
expected  to  take  the  steps  needed  to 
achieve  compliance  within  60  days  of  be¬ 
ing  notified  of  the  deficiencies  but  the 
State  survey  agency  may  recommend 
that  additional  time  be  granted  by  the 


Secretary  in  individual  situations,  if  in 
Its  judgment  it  is  not  reasonable  to  ex¬ 
pect  compliance  within  60  days,  e.g.,  a 
facili^  must  obtain  the  approval  of  its 
governing  body,  or  engage  in  competitive 
bidding. 

§  405.1908  Special  requirements  appli¬ 
cable  to  skilled  nursing  facilities  with 
deficiencies. 

(a)  .  Where  the  facility  is  not  in  full 
compliance  with  the  standards  contained 
in  Subpart  K  of  this  part,  the  period  of 
certification  shall; 

( 1 )  Be  restricted  to  a  period  that  is  no 
later  than  the  60th  day  following  the  end 
of  the  time  period  specified  for  the  cor¬ 
rection  of  deficiencies  in  a  written  plan 
which  the  Secretary  has  approved;  Pro¬ 
vided,  That  such  period  shall  not  exceed 
12  full  calendar  months,  except  as  pro¬ 
vided  in  §  405.604(b) :  or 

(2)  Provide  a  conditional  period  of  12 
full  months,  subject  to  an  automatic 
cancellation  clause,  the  certification  will 
expire  at  the  close  of  a  predetermined 
date  which  is  no  later  than  the  60th  day 
following  the  end  of  the  time  period  spec¬ 
ified  for  the  correction  of  deficiencies; 
Provided,  ’That  such  date  will  occur 
within  such  12-month  period,  imless  the 
Secretary  determines  that  all  required 
corrections  have  been  satisfactorily  com¬ 
pleted  or  that  the  facility  has  made 
substantial  effort  and  progress  in  correct¬ 
ing  such  deficiencies  and  has  resulnnltted 
in  writing  a  plan  of  correction  acceptable 
to  the  Secretary. 

(b)  If  the  facility  continues  to  be  out 
of  compliance  with  the  same  standard (s) 
at  the  end  of  the  term  of  the  agreement, 
a  new  agreement  may  not  be  accepted 
for  filing  (see 

(c)  When  an  agreement  with  a  skilled 
nursing  facility  is  not  renewed  at  the  end 
of  its  specified  term  (including  the  auto¬ 
matic  cancellation  of  agreement),  see 
§  405.604(c)  for  public  notice  and  the 
right  to  request  review. 

(d)  If  the  latest  survey  discloses  that 
a  skilled  nursing  facility  that  had  stand¬ 
ards  out  of  compliance  during  the  last 
survey  is  no  longer  in  compliance  with  a 
standard  that  was  previously  met,  a  new 
period  of  certification  may  be  approved 
only  if,  in  the  judgment  of  the  Secretary, 
the  new  deficiency (ies)  has  occurred; 

(1)  Despite  adequately  dociunented 
intensive  efforts  or  for  reasons  beyond 
its  control,  the  skilled  nursing  facility 
was  imable  to  maintain  compliance,  and 

(2)  Despite  the  deficiency  the  facility 
is  making  the  best  use  of  its  resources 
to  render  adequate  care. 

(e)  If  a  skilled  nursing  facility  can 
document  to  the  State’s  satisfactiem  that 
it  achieved  compliance  with  a  previously 
unmet  standard  dming  the  period  of  cer¬ 
tification  but  for  reasons  beyond  its  con¬ 
trol,  e.g.,  less  of  key  staff  member,  was 
found  out  of  compliance  by  the  time  of 
the  next  survey,  this  may  be  treated  as  a 
new  deficiency  instead  of  a  carry-over 
deficiency  unless  in  the  judgment  of  the 
Secretary  the  facility  did  not  make  a 
good  faith  effort  to  maintain  compliance 
with  the  standard. 


§  405.1909  Special  requirements  appli¬ 
cable  to  independent  laboratories. 

(a)  ’The  services  of  a  qualified  inde¬ 
pendent  laboratory  for  which  reimburse¬ 
ment  may  be  made  under  the  supple¬ 
mentary  medical  insurance  program  re¬ 
late  only  to  diagnostic  tests  performed 
in  an  independent  laboratory  as  defined 
in  §  405.1311(a).  Diagnostic  laboratory 
tests  for  purposes  of  section  1861  (s)  (10) 
and  (11)  of  the  Act  and  for  purposes  of 
this  Subpart  T  shall  include  only  those 
clinical  and  anatomical  pathology  diag¬ 
nostic  tests  and  procedures  defined  in 
§  405.1311(b).  Diagnostic  tests  furnished 
by  out-of-hospital  physicians  whose  pri¬ 
mary  practice  is  directly  attending  pa¬ 
tients  and/or  consultation  as  defined  in 
1405.1311(f),  even  though  conducted 
partly  through  diagnostic  procedures, 
are  considered  physicians’  services 
rather  than  clinical  laboratory  services. 

(b)  A  laboratory  that  requests  an  ini¬ 
tial  certification,  or  recertification  by 
reason  of  a  change  in  a  director,  but 
which  meets  all  other  requirements  of 
Subpart  M,  except  whose  directory  qual¬ 
ifies  solely  under  the  provisions  of 
§  405.1312(b)  (4) ,  can  be  certified  pro¬ 
vided  such  laboratory  requests  approval 
based  on  such  director’s  qualifications  no 
later  than  1  year  following  the  effective 
date  of  these  regulations. 

(c)  Independent  laboratories  previ¬ 
ously  found  in  compliance,  but  which 
have  had  their  approval  revoked  in  total 
or  in  a  specialty  or  subspecialty  because 
of  unsatisfactory  performance  in  pro¬ 
ficiency  testing,  may  subsequently  be 
certified  by  the  State  agency  and  deter¬ 
mined  by  the  Secretary  to  be  in  com¬ 
pliance  with  the  conditions  where; 

(1)  After  a  6-month  period,  an  ap¬ 
praisal  of  the  laboratory’s  performance 
in  a  proficiency  testing  program  as  de¬ 
fined  In  §  405.1311(c)  refiects  satisfac¬ 
tory  test  results  on  at  least  two  sets  of 
specimens,  or 

(2)  After  a  3-month  period,  the  State 
agency’s  assessment  of  the  laboratory’s 
performance  in  examining  proficiency 
test  samples,  analyzed  during  at  least 
two  State  agency  onsite  visits,  establishes 
the  laboratory’s  competency. 

(d)  A  laboratory  which  meets  the  re¬ 
quirements  of  §  405.1907  or  paragraph 

(c)  of  this  section  may  continue  to  be 
certified  by  the  State  agency  and  deter¬ 
mined  by  the  Secretary  to  be  in  com¬ 
pliance  with  these  conditions  where  it 
(1)  timely  reports  a  change  in  owner¬ 
ship,  location,  directors,  or  supervisors, 
or  (2)  permits  a  State  agency  to  con¬ 
duct  an  onsite  visit  or  survey  at  any 
time  during  the  laboratory’s  regular 
hours  of  operations. 

§  405.1910  Special  hospital  rerliiication. 

(a)  General.  Where,  by  reason  of 
factors  such  as  isolated  location  or  ab¬ 
sence  of  sufficient  facilities  in  am  area, 
the  failure  to  approve  a  hospital  would 
seriously  limit  the  access  of  beneficiaries 
to  needed  inpatient  care,  a  hospital  may, 
imder  special  conditions  and  upon  rec¬ 
ommendation  by  the  State  agency,  be 
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approved  by  the  Secretary  as  a  provider 
of  services.  Such  approvals  will  be 
granted  only  when  there  are  no  deficien¬ 
cies  of  such  character  and  seriousness  as 
to  place  health  and  safety  of  individuals 
in  jeopardy.  A  hospital  receiving  this 
special  approval  shall  furnish  Informa¬ 
tion  showing  the  extent  to  which  It  is 
making  the  best  use  of  Its  resources  to 
improve  its  quality  of  care. 

(b)  Minimum  compliance  require- 
menu.  Each  case  will  have  to  be  decided 
on  its  individual  merits,  and  while  the 
degree  and  extent  of  compliance  will 
vary,  the  institution  must,  as  a  mini¬ 
mum,  meet  all  of  the  statutory  condi¬ 
tions  in  section  1861(e)  (l)-(8),  in  addi¬ 
tion  to  meeting  such  other  requirements 
as  the  Secretary  finds  necessary  under 
section  1861(e)(9).  (For  further  infor¬ 
mation  relating  to  the  exception  in  sec¬ 
tion  1861(e)  (5)  of  the  Act,  see  paragraph 

(c)  of  this  section.) 

(c)  Waiver  of  24-hour  registered  nurse 
requirement.  For  a  period  ending  Janu¬ 
ary  1,  1976,  the  Secretary  is  authorized 
to  waive  the  requirement  contained  in 
section  1861(e)  (5)  that  a  hospital  must 
provide  24-hour  nursing  service  ren¬ 
dered  or  supervised  by  a  registered  nurse. 
Such  a  waiver  may  be  granted  for  any 
1-year  period  upon  acceptance  by  the 
Secretary  of  findings  adequately  docu¬ 
mented  and  certified  by  the  State  agency, 
that  the  following  criteria  are  met: 

(1)  The  hospital  complies  with  all 
other  requirements  for  special  certifica¬ 
tion  provided  in  this  section. 

(2)  At  least  one  registered  nurse  is 
employed  full-time  and  sufficient  other 
registered  nurses  are  employed  to  assure 
that  the  day  tour  of  duty  is  covered  by 
a  registered  nurse  7  days  a  week. 

(3)  The  hospital  has  in  charge,  on 
all  toiu%  of  duty  not  covered  by  a  reg¬ 
istered  nurse,  a  licensed  practical  (voca¬ 
tional)  nurse  who  is  a  graduate  of  a 
State-approved  school  of  practical  (vo¬ 
cational)  nursing  or  one  who  has  passed 
a  proficiency  examination  when  such  ex¬ 
aminations  are  available  and  approved 
by  the  Secretary.  Until  such  time  as  this 
examination  is  available,  waivered  li¬ 
censed  practical  (vocational)  nurses  m^ay 
serve  as  charge  nurses. 

(4)  The  hospital  is  located  in  a  niral 
area  and  the  supply  of  hospital  services 
in  such  area  Is  not  sufficient  to  meet  the 
needs  of  individuals  residing  therein  and 
the  failure  to  qualify  as  a  participating 
hospital  would  seriously  reduce  the 
availability  of  such  services  to  such 
individuals. 

(5)  The  hospital  has  made  and  con¬ 
tinues  to  make  a  good  faith  effort  to 
comply  with  section  1861(e)  (5),  but  such 
compliance  is  Impeded  by  the  lack  of 
qualified  nursing  personnel  in  such  area. 
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rttle  45 — Public  Welfare 

CHAPTER  14— SOCIAL  AND  REHABILITA¬ 
TION  SERVICE  (ASSISTANCE  PRO¬ 
GRAMS),  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

MEDICAL  ASSISTANCE  PROGRAM 

Notice  of  proposed  rulemaking  to  im¬ 
plement  sections  239,  246  and  249A  of 
Pub.  L.  92-603  relating  to  the  medical 
assistance  program  under  title  XIX  of 
the  Social  Security  Act,  was  published 
on  July  12,  1973  in  the  Federal  Register 
(38  FR  18616). 

Interested  parties  were  given  the  op¬ 
portunity  to  submit  comments  on  the 
proposed  amendments  within  30  days. 
The  comment  period  was  extended  by  the 
Secretary  for  an  additional  30  days  to 
September  13,  1973,  and  notice  of  this 
extension  appeared  in  the  Federal  Reg¬ 
ister  of  August  14, 1973. 

The  comments  received  concerning 
Subpart  K — Conditions  of  Participation; 
SkiUed  Nursing  Facilities  (38  FH  18621) 
as  they  apply  to  skilled  nursing  facili¬ 
ties  under  the  Medicaid  program  were 
jointly  reviewed  with  the  Social  Security 
Administration.  The  changes  adopted 
will  be  reflected  in  the  final  regulations 
issued  by  the  Social  Security  Adminis¬ 
tration  in  20  CFR  405.1101  and  405.1120 
through  405.1137. 

The  comments  received  concerning  the 
Medicaid  provisions  under  45  CFR  Parts 
205,  249  and  250  refiected  general  and 
overall  approval  of  the  regulations  as 
proposed.  Some  concern  was  expressed 
with  respect  to  uniformity  in  skilled 
nursing  facility  certification  language  for 
both  Medicaid  and  Medicare.  The  regu¬ 
lations  have  been  amended  to  adopt  in¬ 
sofar  as  possible  identical  certification 
language  for  both  programs. 

In  addition,  Medicaid  provisions  under 
45  CFR  Part  249  have  been  revised  to 
delete  existing  Federal  requirements 
imder  the  definition  of  skilled  nursing 
home  services  and  the  certification  pro¬ 
cedures  for  skilled  nursing  facilities  have 
been  reorganized  with  no  significant 
changes  to  clarify  the  roles  and  responsi¬ 
bilities  of  the  State  survey  agency  and 
the  title  XIX  agency  in  the  certification 
of  skilled  nursing  facilities  and  interme¬ 
diate  care  facilities  imder  the  Medicaid 
program.  The  Medicaid  provisions  under 
45  CFR  Part  249  applicable  to  interme¬ 
diate  care  facilities  have  also  been  modi¬ 
fied  to  include  a  provision  requiring  that 
institutions  for  the  mentally  retarded 
submit  a  plan  for  achieving  compliance 
with  standards  in  §  249.13  which  be¬ 
come  effective  three  years  from  the  ef¬ 
fective  date  of  the  standards  issued  for 
intermediate  care  facilities  imder  the 
Medicaid  program. 

PART  205 — GENERAL  ADMINISTRA¬ 
TION — PUBLIC  ASSISTANCE  PROGRAMS 

Chapter  n.  Title  45,  Code  of  Federal 
Regulations  is  amended  as  set  forth  be¬ 
low. 


1.  Section  205.190  is  amended  by  re¬ 
vising  the  introductory  words  to  para¬ 
graph  (a)  to  read  as  set  forth  below,  and 
by  deleting  the  reference  to  medical  as¬ 
sistance  In  paragraph  (a)  (2)  (i) ,  and  the 
last  sentence  of  paragraph  (a)(2),  and 
by  revising  paragraph  (a)  (2)  (iii)  (a) 
and  ih) : 

§  205.190  Standard-setting  authority  for 
institutions. 

(a)  State  plan  requirements.  If  a 
State  plan  under  title  1,  X,  XIV,  or  XVI, 
of  the  Social  Security  Act  includes  aid  or 
assistance  to  individuals  in  institutions 
as  defined  in  §  233.60(b)  (1)  and  (2)  of 
this  chapter,  the  plan  must; 

(1)  Provide  for  the  designation  of  a 
State  authority  or  authorities  which 
shall  be  responsible  for  establishing  and 
maintaining  standards  for  such  insti¬ 
tutions; 

(2)  Provide  that  the  State  agency  will 
keep  on  file  and  make  available  to  the 
Social  and  Rehabilitation  Service  upon 
request: 

(1)  A  listing  of  the  types  or  kinds  of 
Institutions  in  which  an  Individual  may 
receive  financial  assistance; 

(ii)  A  record  naming  the  State  au- 
thority(ies)  responsible  for  establishing 
and  maintaining  standards  for  such 
types  of  institutions; 

(iii)  The  standards  to  be  utilized  by 
such  State  authority (ies)  for  approval 
or  licensing  of  institutions  including,  to 
the  extent  applicable,  standards  related 
to  the  following  factors: 

(a)  Health  (dietary  standards  and 
accident  prevention) ; 

(b)  Humane  treatment; 

(c)  Sanitation; 

(d)  Types  of  construction; 

(e)  Physical  facilities.  Including  space 
and  accommodations  per  person; 

(/)  Fire  and  safety; 

(p)  Staffing,  in  number  and  qualifica¬ 
tions,  related  to  the  purposes  and  scope 
of  services  of  the  institution; 

(h)  Resident  records; 

(f)  Admission  procedures; 

(.j)  Administrative* and  fiscal  records; 

(fc)  The  control  by  the  individual,  or 
his  guardian  or  prot^tive  payee,  of  the 
indivlduars  personal  affairs. 

•  •  «  ♦  « 


PART  249— SERVICES  AND  PAYMENT  IN 
MEDICAL  ASSISTANCE  PROGRAMS 

2.  Section  249.33  is  revised  to  read  as 
follows; 

§  249.33  Standards  for  payment  for 
skilled  nursing  facility  and  interme¬ 
diate  care  facility  services. 

(a)  State  plan  requirements.  A  State 
plan  for  mescal  assistance  under  title 
XIX  of  the  Social  Security  Act  must; 

(1)  Provide  that  the  single  State 
agency  will,  prior  to  execution  of  an 
agreement  with  any  facility  (including 
hospitals)  for  provision  of  skilled  nursing 
facility  services  and  making  payments 
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under  the  plan  obtain  certification  from: 

(1)  The  agency  designated  pursuant  to 
I  250.100(c)  of  this  chapter  that  the  fa¬ 
cility  meets  the  statutory  definltlcm  ccm- 
talned  In  section  1861  (J)  of  the  Social 
Security  Act  and  is  in  full  compliance 
with  the  standards  prescribed  by  the 
Secretary  In  the  regulations  promulgated 
thereunder,  except  that  for  purposes  of 
§  405.1134(c)  of  this  title,  the  agency  may 
waive,  or,  for  purposes  of  S  405.1134(e) 
of  this  title,  the  agency  may  permit, 
variations  In  the  provisions  therein  for 
facilities  participating  only  under  title 
XIX,  provided  such  waiver  or  variation 
is  authorized  imder  conditions  promul¬ 
gated  by  the  Secretary;  or 

(ii)  The  Secretary,  pursuant  to  sec¬ 
tion  1910  of  the  Act.  that  the  facility 
has  beoi  determined  to  qualify  as  a 
skilled  niu'sing  facility  under  title  XVm 
of  the  Act;  or 

(ill)  The  Secretary,  pursiiant  to  sec¬ 
tion  1905  of  the  Act,  in  the  case  of  a 
facility  located  in  the  State  on  an  In¬ 
dian  reservation  that  it  meets  the  statu¬ 
tory  definition  contained  in  section  1861 
(J)  of  the  Social  Security  Act  and  in  full 
compliance  with  the  standards  prescribed 
by  the  Secretary  in  the  regulations  pro¬ 
mulgated  thereunder. 

(2)  Provide  that  the  single  State 
agency  will,  prior  to  execution  of  an 
agreement  with  any  facility  (including 
hospitals  and  skilled  nursing  facilities) 
for  provision  of  intermediate  care  facil¬ 
ity  services  and  making  payments  imder 
the  plan,  obtain  certification  from  the 
agency  designated  pursuant  to  S  250.100 
(c)  of  this  chapter  that  the  facility 
meets  the  definition  set  forth  under 
$  249.10(b)  (15)  (proposed) ;  except  that 
in  the  case  of  an  Intermediate  care  fa¬ 
cility  determined  to  have  deficiencies  un¬ 
der  the  requirements  for  environment 
and  sanltaticxi  (S  249.12(a)  (6) )  or  of  the 
Life  Safety  (?ode  (S  249.12(a)  (5) )  it  may 
be  recognized  for  certification  as  an  in¬ 
termediate  care  facility  in  accordance 
with  subparagraph  (4)  (ill)  of  this  para¬ 
graph  for  a  period  not  exceeding  2  years 
following  the  date  of  such  determination 
provided  that: 

(1)  The  institution  submits  a  written 
plan  of  correctiem  acceptable  to  the  siur- 
vey  agency  which  contains: 

(A)  The  specific  steps  that  it  will  take 
to  meet  all  such  requirements;  and 

(B)  A  timetable  not  exceeding  2  years 
from  the  date  of  the  initial  certification 
after  publication  of  these  regulations  de¬ 
tailing  the  corrective  steps  to  be  taken 
and  when  correction  of  deficiencies  will 
be  accomplished; 

(ii)  The  survey  agency  makes  a  find¬ 
ing  that  the  facility  potentially  can  meet 
such  requirements  through  the  correc¬ 
tive  steps  and  they  can  be  completed 
during  the  2  year  allowaUe  period  of 
time; 

(ill)  During  the  period  allowed  for 
corrections,  the  institution  is  in  compli¬ 
ance  with  existing  State  fire  safety  and 
sanitation  codes  and  regulatkms; 

(iv)  The  institution  is  surveyed  by 
qualified  personnd  at  least 
until  corrections  are  comideted  and  the 
survey  agency  finds  on  the  basis  of  such 
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surveys  that  the  institution  has  in  fact 
made  substantial  effort  and  progress  in 
its  plan  of  correction  as  evidenced  by 
supporting  documentation,  signed  con¬ 
tracts  and/or  work  orders,  and  a  written 
justification  of  such  findings  is  main¬ 
tained  on  file;  and 

(V)  At  the  completion  of  the  period 
allowed  for  corrections,  the  Intermediate 
care  facility  is  in  full  compliance  with 
the  Life  Safety  Code  (NFPA,  21st  Edition 
1967) ,  and  the  requirements  for  environ¬ 
ment  and  sanitation  set  forth  under 
S  249.12(a)  (6),  except  for  any  provisions 
waived  in  accordance  with  §  249.12. 

(3)  Provide  that  any  intermediate  care 
facility  receiving  payments  under  the 
plan  must  supply  to  the  licensing  agency 
of  the  State  full  and  complete  informa¬ 
tion,  and  promptly  report  any  changes 
which  would  affect  the  emrent  accuracy 
of  such  information,  as  to  the  identity: 

(1)  Of  each  person  having  (directly  or 
indirectly)  an  ownership  Interest  of  10 
percent  or  more  in  such  facility, 

(ii)  In  case  a  facility  Is  organized  as  a 
corporation,  of  each  officer  and  director 
of  ^e  corporation,  and 

(ill)  In  case  a  facility  is  organized  as 
a  partnership,  of  each  partner; 

(4)  Provide  that  certification  by  the 
survey  agency  designated  pursuant  to 
§  250.100(c)  of  this  chapter  will  be  sub¬ 
ject  to  the  following  provisions  and 
exclusions: 

(i)  For  purposes  of  paragraph  (a)  (1) 
(i)  of  this  section,  the  facility  is  in  com¬ 
pliance  with  each  condition  of  participa¬ 
tion  as  determined  by  the  manner  and 
degree  to  which  the  facility  satisfies  the 
standards  within  each  conation; 

(ii)  For  purposes  of  paragraphs 
(a)  (1)  (i)  and  (a)  (2)  of  this  section,  the 
facility  is  in  full  compliance  with  the 
standards  or  meets  the  following  condi¬ 
tions  for  any  standards  not  fully  met: 

(A)  The  deficiencies  noted,  individ¬ 
ually  or  in  combination  neither  jeopard¬ 
ize  the  health  and  safety  of  patients  nor 
are  of  such  character  as  to  s^ously  limit 
the  provider’s  capacity  to  render  ade¬ 
quate  care.  A  written  justification  of 
such  findings  is  maintained  on  file  by  the 
survey  agency;  and 

(B)  The  facility  provides  in  writing  a 
plan  of  correction  acceptable  to  the  sur¬ 
vey  agency; 

(iii)  In  the  case  of  facilities  certified 
under  the  provisions  of  paragraph 
(a)  (4)  (ii)  (A)  and  (B)  of  this  section 
certification  will  be  for: 

(A)  A  period  that  is  no  later  than  the 
60th  day  following  the  end  of  the  time 
period  specified  for  the  correction  of 
deficiencies  in  a  written  plan  which  the 
survey  agency  has  approved  provided 
that  such  period  shall  not  exceed  12  full 
calendar  montiis  or 

(B)  A  conditional  term  of  12  full 
months,  subject  to  an  automatic  cancel¬ 
lation  clause  that  the  certification  will 
expire  at  the  close  of  a  predetermined 
date  which  no  later  than  the  60th  day 
following  the  end  of  the  time  period 
specified  for  the  correction  of  deficien¬ 
cies:  Provided,  That  such  date  will  oc¬ 
cur  within  such  12-month  period,  unless 
the  survey  agency  finds  that  all  required 
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corrections  have  been  satisfactorily 
completed,  or  vmless  the  survey  agency 
finds  and  notifies  the  State  agency  that 
the  facility  has  made  substantial  prog¬ 
ress  in  correcting  such  deficiencies  and 
has  resubmitted  in  writing  a  new  plan  of 
correction  acceptable  to  the  survey 
agency.  Except  as  provided  in  paragraph 
(a)  (6)  of  this  section,  the  period  of  a 
certification  shall  not  exceed  12  calendar 
months. 

(iv)  No  second  certification  under  the 
condition  specified  in  paragraph  (a)(4) 
(ii)  of  this  section  may  be  executed  if: 

(A)  The  standard  found  deficient  was 
in  compliance  during  the  previous  cer¬ 
tification  period,  except  where  the  sur¬ 
vey  agency  has  made  a  determination 
based  upon  documented  evidence  that 
the  facility  despite  Intensive  efforts  or 
for  reasons  beyemd  its  control  was  un¬ 
able  to  maintain  compliance  and  despite 
the  deficiency  (les)  the  facility  is  making 
the  best  use  of  its  resources  to  render 
adequate  care;  or 

(B)  The  standards  found  deficient  are 
the  same  as  those  which  occasioned  the 
prior  certification,  except: 

(1)  In  a  case  where  a  facility  can 
document  to  the  State  survey  agency’s 
satisfaction  that  it  achieved  cmnpliance 
with  a  previously  unmet  standard  dur¬ 
ing  the  period  of  certification  but  for 
reasons  beyond  its  control  and  despite, 
in  the  judgment  of  the  survey  agency,  a 
good  faith  effort  to  maintain  compliance 
with  the  standard,  was  again  out  of 
compliance  by  the  time  of  the  next  sur¬ 
vey;  or 

(2)  In  the  case  of  a  skilled  nursing 
facility  completing  the  second  of  two 
successive  agreements  under  provisions 
for  certification  in  effect  prior  to  July  1, 
1973  and  having  the  same  deficiency(ies) 
which  occasioned  the  two  agreements, 
the  survey  agency  will  review  the  per¬ 
formance  of  such  facility  (which  may  be 
limited  to  a  review  of  the  documentation 
of  record)  in  providing  safe  and  ade¬ 
quate  patient  care  and  in  progressing 
toward  correction  of  such  defici«i- 
cy(ies).  On  the  basis  of  its  evaluation, 
the  survey  agency  will  advise  the  single 
State  agency  that: 

(i)  No  provider  agreement  may  be  ex¬ 
ecuted  with  such  facility. 

(ii)  A  new  provider  agre«nent  may  be 
executed  for  a  period  related  to  the  time 
required  to  correct  such  deficiencies,  but 
not  to  exceed  six  montiis;  or 

(iii)  A  new  provider  agreement  may 
be  executed  for  a  period  of  twelve  months 
but  subject  to  a  provision  for  autixnatic 
cancellation  60  days  following  the  sched¬ 
uled  date  for  correction  unless  the  survey 
agency  finds  and  notifies  the  State 
agency  that  all  required  correctiems  have 
been  satisfactorily  completed.  If  the  fa¬ 
cility  continues  to  be  out  of  compliance 
with  the  same  standard  (s)  at  the  end  ol 
the  term  of  the  agreement,  a  recertifica¬ 
tion  may  not  be  made. 

(v)  For  purposes  of  this  subparagraph 
(4),  waivers  granted  pursuant  to  sec¬ 
tion  1902(a)  (28)  of  the  Act  or  s  249.12 
are  not  considered  deficiencies. 
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(5)  Provide  that  the  survey  agoicy 
designated  pursuant  to  S  250.100(c)  of 
this  chapter  will: 

(i)  Review  information  contained  in 
medical  review  and  Independent  pro¬ 
fessional  review  team  Inspections  made 
pursuant  to  State  plan  provisions  under 
section  1902(a)  (26)  and  (31)  of  the 
Social  Seciuity  Act; 

(ii)  Review  statements  obtained  from 
each  facility  setting  forth  (from  pay¬ 
roll  records)  the  average  numbers  and 
types  of  personnel  (in  full-time  equiva¬ 
lents)  on  each  shift  during  at  least  1 
week  of  each  quarter,  such  week  to  be 
selected  by  the  survey  agency  and  to 
occur  irregularly  in  each  quarter  of  the 
year; 

(iii)  Review  and  evaluate  sudi  reports 
as  they  reflect  on  health  and  safety  re¬ 
quirements  and  as  necessary  take  ap¬ 
propriate  action  to  achieve  compliance 
or  withdraw  certification ;  and 

(iv)  Perform,  with  qualified  person¬ 
nel,  on-site  inspections  at  least  once 
during  the  term  of  a  certification  or  more 
frequently  if  there  is  a  question  of 
compliance. 

(6)  Provide  that  execution  of  the 
single  State  agency  provider  agreement 
with  a  facility  for  pa3maents  imder  the 
plan  shall  be  contingent  upon  certifica¬ 
tion  in  accordance  with  the  provisions  of 
paragraph  (a)(1)  and  (2)  of  this  sec¬ 
tion.  The  term  of  an  agreement  may  not 
exceed  a  period  of  one  year  and  the  effec¬ 
tive  date  of  such  agreement  may  not  be 
earlier  than  the  date  of  certification. 
Execution  of  a  provider  agreement  shall 
be  for  the  term  and  in  accordance  with 
the  provisions  of  certification  deter¬ 
mined  by  the  survey  agency  except  that 
the  single  State  agency  for  good  cause 
based  on  adequate  and  documented  evi¬ 
dence  may  elect  to  execute  a  provider 
agreement  for  a  term  less  than  the  full 
period  of  certification  or  may  elect  not 
to  execute  a  provider  agreement  or  may 
cancel  a  provider  agreement  for  partici¬ 
pation  by  a  facility  certified  \uider  the 
State  plan.  Notwithstanding  the  provi¬ 
sions  of  this  subparagraph  the  single 
State  agency  may  extend  such  term  for 
a  period  not  exceeding  two  months 
where  the  survey  agency  has  notified  the 
single  State  agency  in  writing  prior  to 
the  expiration  of  a  provider  agreement 
that  the  health  and  safety  of  the  pa¬ 
tients  will  not  be  Je<H>ardized  thereby, 
and  that  such  extension  is  necessary  to 
prevent  irreparable  harm  to  such  fa¬ 
cility  or  Iwdship  to  the  individuals 
being  furnished  items  or  services  or 
that  it  is  impracticable  within  such 
provider  agreement  period  to  determine 
whether  such  facility  Is  complying  with 
the  provisions  and  requirements  under 
the  program. 

(7)  Provide  that  in  the  case  of  a  pub¬ 
lic  institution  (or  distinct  r>art  thereof) 
for  the  mentally  retarded  or  persons  with 
related  conditions,  the  single  State 
agency  will,  prior  to  the  execution  of  an 
agreement  for  the  provision  of  tnter- 
medlate  care  facility  services,  obtain  a 
written  agreement  from  the  State  or 
political  subdivision  responsible  for  tiie 
operation  of  such  public  institution  that 


the  non-Federal  expenditures  In  any 
calendar  quarts  prior  to  January  1, 
1975,  with  respect  to 
(1)  Services  furnished  to  residents  in 
such  institutions  (or  distinct  part 
thereof)  and  (il)  services  for  individuals 
released  during  the  preceding  four  quar¬ 
ters  as  provided  in  §  249.10(c)  (3) ,  will 
not,  because  of  payments  made  imder 
the  plan,  be  reduced  below  the  average 
quarterly  per  capita  amoimt  expended 
for  services  to  residents  in  such  institu¬ 
tion  in  the  four  quarters  immediately 
preceding  the  quarter  in  which  the  State 
in  which  such  institution  is  located 
elected  to  make  such  services  available 
imder  its  approved  plan; 

(8)  Provide  during  the  period  ending 
three  years  after  the  effective  date  of 
section  249.13  that  in  the  case  of  an 
institution  (or  distinct  part  thereof)  for 
the  mentally  retarded  or  p>ersons  with 
related  conditions,  the  single  State 
agency  will: 

(i)  Prior  to  the  execution  of  a  pro¬ 
vider  agreement  covering  intermediate 
care  facility  services,  where  the  institu¬ 
tion  is  not  in  compliance  with  the  stand¬ 
ards  specified  in  §  249.13,  obtain  a  writ¬ 
ten  plan  of  compliance  which  shall  be 
submitted  (including  any  amendments 
thereto)  by  the  institution  to  the  single 
State  agency  and  approved  by  the  Sec¬ 
retary,  for  achieving  conformity  with 
the  standards  specified  in  §  249.13.  The 
plan  of  compliance  shall: 

(A)  Detail  the  extent  of  the  institu¬ 
tion’s  current  compliance  with  the  stand¬ 
ards  prescribed  in  §  249.13,  and  the  spe¬ 
cific  action  steps  required  to  achieve 
compUance  with  the  standards  specified 
in  such  section,  including: 

(f)  The  number,  job  titles,  and  quali¬ 
fications  of  personnel  currently  employed 
by  the  facility  and  arrangements  for  re¬ 
cruiting  and  training  additionally  re¬ 
quired  personnel  sufficient  to  assure  that 
each  resident  participates  in  an  effec¬ 
tive  program  of  active  treatment; 

(2)  Any  necessary  structural  changes 
and  renovations  to  buildings  and  a  sched¬ 
ule  for  their  completion; 

(3)  The  programs  and  services  cur¬ 
rently  provided  and  any  required  re¬ 
organization  or  expansion  thereof. 

(B)  Establish  a  timetable  not  exceed¬ 
ing  3  years  frwn  the  effective  date  of 
§  249.13  for  completion  of  all  acti<»i  steps 
necessary  to  achieve  conformity  with  the 
standards  specified  in  §  249.13; 

(C)  In  the  case  of  a  public  institution 
(or  distinct  part  thereof)  for  the  men¬ 
tally  retard^  or  persons  with  related 
conditions,  provide  for  approval  of  the 
plan  of  compliance  by  the  State  or  politi¬ 
cal  subdivision  having  jurisdiction  over 
the  operation  of  such  public  Institution; 

(D)  Provide  for  semi-annual  rep>orts  to 
be  submitted  to  the  single  State  agency 
by  the  institution  documenting  the  ac¬ 
tions  taken  and  recording  the  progress 
made  in  implementing  the  plan  of  com¬ 
pliance; 

(ii)  Prior  to  the  execution  of  a  second 
(and  each  and  any  succeeding)  provider 
agreement,  obtain  a  written  report  from 
the  siurey  agency  (based  on  an  on-site 
Inspection)  establishing  that  the  facility 


is  adhering  to  the  timetable  for  comple¬ 
tion  of  all  necessary  action  steps  referred 
to  in  paragr£q)h  (a)  (8)  (1)  of  this  section. 

(9)  Provide  that  in  the  case  of  skilled 
nursing  facilities  certified  under  the  pro¬ 
visions  of  title  XVm  of  the  Social  Se¬ 
curity  Act,  the  term  of  a  provider  agree¬ 
ment  shall  be  subject  to  the  same  terms 
and  conditions  and  coterminous  with  the 
period  of  approval  of  eligibility  specified 
by  the  Secretary  pursuant  to  that  title, 
and  upon  notification  that  an  agree¬ 
ment  with  a  facility  under  title  XVIII 
of  the  Act  has  been  terminated  or  can¬ 
celled,  the  single  State  agency  will  take 
appropriate  action  to  terminate  the  fa¬ 
cility’s  participation  under  the  plan.  A 
facility  whose  agreement  has  been  can¬ 
celled  or  otherwise  terminated  may  not 
be  issued  another  agreement  untU  the 
reasons  which  cause  the  cancellation  or 
termination  have  been  removed  and 
reasonable  assmance  provided  the  sur¬ 
vey  agency  that  they  will  not  recur. 

(10)  Provide  that  facilities  which  do 
not  qualify  imder  this  section  are  not 
recognized  as  skilled  nursing  facilities 
or  intermediate  care  facilities  for  pur¬ 
poses  of  payment  under  title  XIX  of 
the  Act. 

(b)  Federal  financial  participation. 
(1)  Federal  financial  participation  is 
available  at  75  percentum  in  expendi¬ 
tures  of  the  single  State  agency  for  com¬ 
pensation  (or  training)  of  its  skilled 
professional  medical  personnel  and  staff 
directly  supporting  such  personnel, 
which  are  necessary  to  carry  out  these 
regulations. 

(2)  Federal  financial  participation  at 
applicable  rates  is  also  available  for  the 
single  State  agency  to  enter  into  a  writ¬ 
ten  contract  (under  the  supervision  of 
the  Medical  Assistance  Unit)  with  the 
survey  agency  designated  pursuant  to 
S  250.100(c)  of  this  chapter  as  necessary 
to  carry  out  its  responsibilities  imder 
these  regulations.  Such  Federal  financial 
participation  is  available  only  for  those 
expenditures  of  the  survey  agency  which 
are  not  attributable  to  the  overall  cost 
of  meeting  responsibilities  under  State 
law  and  regulations  for  establishing  and 
maintaining  standards  but  which  are 
necessary  and  proper  for  carrymg  out 
these  regulations. 


PART  250 — ADMINISTRATION  OF 
MEDICAL  ASSISTANCE  PROGRAMS 

3.  A  new  §  250.100  is  added  to  Part 
250  as  set  forth  below: 

§  250.100  Establishment  and  mainte¬ 
nance  of  State  and  Federal  stand¬ 
ards. 

State  plan  requirements.  A  State  plan 
for  medical  assistance  under  title  XIX 
of  the  Social  Security  Act  must: 

(a)  Provide  for  the  designation  of  the 
State  health  agency  or  other  appropri¬ 
ate  State  medical  agency  (whichever  is 
utilized  by  the  Secreta^  for  purposes 
of  title  XVm  of  the  Act  as  specified  in 
the  first  sentence  of  section  1864(a)  of 
the  Act)  as  the  State  authority  respon¬ 
sible  for  establishing  and  maintaining 
health  standards  for  private  or  public 
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institutions,  excluding  Christian  Science 
sanatoria  operated  or  listed  and  certi¬ 
fied  by  the  First  Church  of  Christ  Sci¬ 
entist,  Boston,  Massachusetts,  in  which 
recipients  of  medical  assistance  under 
the  plan  may  receive  care  and  services. 
The  State  plan  must  describe  these 
standards  and  such  standards  must  be 
kept  on  file  and  made  available  to  the 
Social  and  Rehabilitation  Service  upon 
request; 

(b)  Provide  for  the  designation  of  the 
single  State  agency  or  other  appropriate 
State  authority  or  authorities  which 
shall  be  responsible  for  establishing  and 
maintaining  standards  other  than  those 
relating  to  health  for  public  and  pri¬ 
vate  institutions  in  which  recipients  of 
medical  assistance  under  the  plan  may 
receive  care  or  services.  The  State  plan 
must  describe  these  standards  and  such 
standards  must  be  kept  on  file  and  made 
available  to  the  Social  and  Rehabilita¬ 
tion  Service  upon  request;  and 

(c)  Provide  that  the  agency  referred 
to  in  paragraph  (a)  of  this  section  or 
such  other  State  agency  as  is  respon¬ 
sible  for  licensing  health  institutions  in 
the  State  will,  in  accordance  with  a  writ¬ 
ten  agreement  (or  other  written  formal 
arrangement)  with  the  single  State 
agency,  determine  whether  institutions 
and  agencies,  excluding  Christian  Sci¬ 
ence  sanatoria  operated  or  listed  and 
certified  by  the  First  Church  of  Christ 
Scientist,  Boston,  Massachusetts,  meet 
the  requirements  for  participation  in 
the  program  as  set  forth  elsewhere  in 
this  chapter;  and  that  the  staff  of  the 
agency  making  such  determinations  is 
the  same  staff  responsible  for  such  de¬ 
terminations  for  institutions  or  agencies 
participating  under  title  XVIII.  Written 
agreements  (or  other  written  formal 
arrangements)  between  the  single  State 
agency  and  the  agency  in  the  State  re¬ 
sponsible  for  licensing,  for  purposes  of 
this  paragraph,  must  specify  and 
provide: 

(1)  That  Federal  standards  and  such 
forms,  methods  and  procedures  as  may 
be  designated  by  the  Administrator  of  the 
Social  and  Rehabilitation  Service  will  be 


used  in  determining  provider  eligibility 
and  certification  imder  the  program; 

(2)  That  copies  of  reports  and  inspec¬ 
tions  are  completed  by  Inspectors  sur¬ 
veying  the  premises  with  notations  in¬ 
dicating  whether  each  requirement  for 
whiQh  inspection  is  made  is  or  is  not  sat¬ 
isfied,  with  documentation  of  deficien¬ 
cies  ;  and 

(3)  That  all  information  and  reports 
used  in  determining  whether  Federal  re¬ 
quirements  for  participating  facilities  are 
being  met  are  maintained  on  file  by  the 
survey  agency  for  ready  access  by  the 
Department  of  Health,  Education,  and 
Welfare,  and  the  single  State  agency  as 
may  be  necessary  to  meet  other  require¬ 
ments  under  the  plan  and  for  purposes 
consistent  with  that  agency’s  effective 
administration  of  the  program. 

4.  Section  249.10  (of  Part  249  is 
amended  by  revising  paragraph  (b)  (4) 
(i)  to  read  as  follows: 

§  249.10  Amount,  duration,  and  scope 

.  of  medical  assistance. 

***** 

(b)  Federal  financial  participation. 

«  *  « 

(4)  (i)  Skilled  nursing  facility  services 
(.other  than  services  in  an  institution  for 
tuhercuXosis  or  mental  diseases)  for  indi¬ 
viduals  21  years  of  age  or  older.  “Skilled 
nursing  facility  services”  means  serv¬ 
ices  ordered  by  and  xmder  the  di¬ 
rection  of  a  physician,  which  as  a 
practical  matter  can  only  be  provided  on 
an  inpatient  basis  in  a  skilled  nursing 
facility  (which  term  includes  any  institu¬ 
tion  located  on  an  Indian  reservation  and 
certified  by  the  Secretary  as  meeting  the 
requirements  of  section  1861  (j)  of  the 
Act) ,  and  which  are : 

(a)  Provided  by  a  facility  or  distinct 
part  of  a  facility  which  has  not  been 
determined  by  an  officially  designated 
State  standard-setting  authority  not  to 
meet  fully  all  requirements  of  the  State 
for  licensure  as  a  nursing  home  ex¬ 
cept  as  provided  in  the  next  sentence. 
Payments  to  a  nursing  home  which 
formerly  met  fully  all  such  requirements 
but  is  currently  determined  not  to  meet 


them,  may  be  recognized  for  a  period 
specified  by  the  State  standard-setting 
authority,  if  during  such  period  such 
home  promptly  takes  all  necessary  steps 
to  again  meet  such  requirements;  and 
(b)  Provided  by  a  facility  or  distinct 
part  of  a  facility  which  is  certified  for 
participation  pursuant  to  §  249.33  as 
evidenced  by  an  agreement  executed  in 
accordance  with  the  provisions  of 
§  249.33,  between  the  single  State  agency 
and  the  facility  for  the  provision  of 
skilled  nursing  facility  services  and  the 
making  of  payments  under  the  plan;  ex¬ 
cept  that  with  respect  to  skilled  nursing 
facility  services  furnished  by  a  facility 
whose  provider  agreement  has  expired  or 
has  otherwise  terminated,  the  State 
agency  may  continue  to  claim  Federal 
financial  participation  in  payments  on 
behalf  of  eligible  individuals  for  such 
services  furnished  by  such  institution 
during  a  period  not  to  exceed  30  days 
starting  with  the  date  of  expiration  or 
other  termination  of  its  provider  agree¬ 
ment,  but  only  if  such  individuals  were 
admitted  to  the  facility  before  the  date 
of  expiration  or  other  termination  of  its 
provider  agreement,  and  if  the  State 
agency  makes  a  showing  satisfactory  to 
the  Secretary  that  it  has  made  reason¬ 
able  efforts  to  facilitate  the  orderly 
transfer  of  such  individuals  from  such 
institution  to  another  facility. 

***** 

(Sec.  1102,  49  Stat.  647  (42  U.S.C.  1302)). 

Effective  date.  These  regulations  shall 
be  effective  February  19, 1974. 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  No.  13.714,  Medical  Assistance  Program) 

Dated:  December  21,  1973. 

John  A.  Svahn, 
Acting  Administrator,  Social 
and  Rehabilitation  Service. 

Approved:  December  27,  1973. 

Caspar  W.  Weinberger, 

Secretary  of  Health,  Education, 
and  Welfare. 

[FR  Doc.74-1325  Piled  l-16-74;8:45  am] 
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